From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 4/30/2020 5:24:59 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

CC: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: Gilead and ACTIV TX-Clinical Master Protocol Subgroup Meeting #7 
Excellent 
From: Lane, Cliff (NIH/NIAID) [E] i. b6 


Sent: Thursday, April 30, 2020 12:51 PM 


Siblece Gilead and ACTIV TX-Clinical Master Protocol Sapereue Mesting #7 


| received an email yesterday (prior to the press release) from a relatively senior scientist that Gilead has re-considered 
and would like to be part of ACTIV. | was going to mention it on the call this afternoon. | think having them as part of 
ACTIV — given they have a strong track-record and likely the first directly acting anti-viral - would be good. 


sdbiece FW: ACTIV TX-Clinical actos Protocol Sicaeic Meeting #7 


FYI, something to think about. 


‘(NIH/NIAID) [E] 


(FDA/CDER) 
(FDA/CDER) 


; Qashu, Felicia (NIH/OD) (E] 


COLL0000010854 


i b6 } Stratton, Benjamin <bstratton@DELCITTE. com> 
Subject: Re: ACTIV TX- Clinical Master Protocol Subgroup Meeting #7 


Good morning all: 


It would seem that our active control arm had been identified. Should we get in the queue with Gilead sooner rather 
than later - or have we already reached out to them? 


1, "Elliott Levy"! 


| "Shen, Yuan Li DE 
"Goff David (NIH/NHLBI) [E]""~ 


‘Parker, Ashley (NIH/OD) [E]" 
i, "Wholley, David (FNIH) [T]" 
be. i "Wung, Peter /US" 


b6 >, "Stratton, Benjamin" 


Subject: RE: ACTIV TX- Clinical Master Protocol Subgroup Meeting #7 
Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for tomorrow’s meeting. 
1. Agenda 
2. Slides for discussion updated with the decisions from today 
3. Auseful resource about current standard clinical treatment guidelines from the front lines for COVID. This may 
be a useful resource in selecting how to do minimal data collection and trying to understand SOC. 


Please let me know if you have questions or other things you think would be helpful for the group to review. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


i Mobile: | b6 


COLL0000010854 


Meeting ID: 
Password:! b6_| 
One tap mobile 


b6 ius (Chicago) 
iUS (New York) 


iUS (Chicago) 
iUS (New York) 


iUS (San Jose) 
:US (San Jose) 
iUS 


‘US 
‘US (Houston) 


Meeting ID: 


Password: i 


COLL0000010854 


From: 


Sent: 
To: 


cc: 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
4/30/2020 apres PM 
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a + Desrosiers , Betsy| b6 i Dickens, Jim Rica) [C] 


Reiotasatatainictatetaratatstaiminsaimimraien 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
{OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808ecasféf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

pa Sisleee la ici BSSI BIE Nts) c-Si Des a ietesapsdae te 20aebeaey -paytonmal]; Resnansky, Laura 


er ExchangeLabs/ou= Exchange Adininisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_{FYDIBOHF23SPDLT}/en= Recipients/cn= 05494833e0fc47a9acac194cd338b201- seinen Garner, Carlos 


Wien= =Recipients/en= =4b7e84cc 
eee eee eee ett ttt ttt i Jansen, Kathri ni i CS 


“Yes ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Bases faci D pall Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


Fe sOREe Pb ia Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou= Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny: gave. cece. Oe bt ‘ James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF235PDLT)/en= Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose! Peer. |: eee is Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af5 2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Hae eee eee nee holley, Det ENIEN TT Y/ctchennclsee TUNesson Nancy 


oh rare Relieccs (NIH/NCATS) {E] ae Administrative Group 


APARO000017323-2440906 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman@deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; 


Jintanat Ananworanich } b6 H 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05012020.pdf 
ieee nn Gch el = etch ekeertcah oS ’ 
Start: 5/1/2020 1:00:00 PM 
End: 5/1/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Srinivasan, Badhri; Vincent, Mike; Stein, Peter (FDA/CDER); Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , 

Attendees: Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; 
Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER); Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Garner, Carlos; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; 
Attendees: Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; Anderson, Margaret; 
Carluccio, Dana; Cheryl (FNIH) Melencio [T}i b6 3; Francis Collins; Gonzalez, Nina; Heaton, Penny; 


James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David 
(FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E]ib6 ; 


Thomas, Ashley (FDA/CDER); Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat Ananworanich 


Dear Colleagues, Agenda is attached. During this call we will hear the latest from the three sub-WGs — innovations, 
inventory, and survey — which have been working very hard to move their activities forward quickly. Many thanks to all! 
We will also have a bit of a brainstorming session about creating a ‘dashboard’ to use in analyzing survey results. Best 
regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 


understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


APARO000017323-2440906 


One tap mobile 


(miata laiiclaisia imitates mdaiatasSrm lars eiora pe cialeioecsmudessaiarasmreeseataeg 


b 6 iUS (Chicago) 
‘US (New York) 


five eee eieiS eter eraiSiess Sieseiei ere eiercieter Sears ees eked eserese veers 


‘US (Chicago) 
‘US (New York) 


U 

U 

‘US 

‘US (Houston) 
‘US (San Jose) 
U 

U 


S (San Jose) 


Password:} b6 { ' 


Find your local number:! b6 


APARO000017323-2440906 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 4/30/2020 11:04:32 PM 

sai erie Hughes! elastic sicath ne a eee Ee Re 
Administrative Group | 538601 /en= Recipients/ene 527b160038004a199ae6e0bac2226099- readsal; 
Ruxandra Draghia-Aklii i i; Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHEZaSPOLTY/eF= Recipients/cn= “user 257cba64 Naimish Patel | be ; ; Colvis, 


i OIWOHETSPDLV Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 labal6353b96cff8ca9- ehiggs]; Carlos O Garner 


cc: ‘Elizabeth Kim {elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria rocalvared @asioniecoml SaluthinGaha Bon tenininninimntninrnmeninmin ; 
Parker, Ashley (NIH/OD) [E] [/o= Exchangelabs/our Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
OE BSS IBIStey Ne Pea Net tee duubore (eve pect ornernecr) Lucas Smalldon 


en ee ee | 


‘Administrative Group (FYDIBOHF23SPDLT)/cn= ssiojante/enetben nana dednachistdnsbenia7940.- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New Score 
Sheet (Agents Added) 

Attachments: lancet respiratory medicine.pdf; Immunohemostasis 2017 v032920.pdf; C19 Coagulopathy BLOOD 042720.pdf; 
Amgen - Otezla (Apremilast).pdf; Takeda - Takhzyro (Lanadelumab)- summary.pdf; Takeda - Firazyr (Icatibant) - 
summary.pdf; Lilly-Taltz.pdf; BMS - Orencia (Apatacept).pdf; Allergan - Cenicriviroc.pdf; EIDD-2801.pdf; 
Thromboiflammation Blood-2018-11-882993 full.pdf; Thromboinflammation JTH Ed 041720.pdf; cell research 
2020.pdf; compound list caco cells.pdf; preprints202004.0149.v1.pdf; Riva2020_REFRAME drug repositioning against 
SARS-CoV-2.pdf; ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-v2.xlsx 


Dear TX-Clinical Agent Prioritization Subgroup, 
I appreciate the candid and productive meeting that we had today. All your feedback is very helpful to refine 
our process for the next time. 


For all of you working on scoring right now, please find attached a number of pieces of information that maybe 
helpful. Some if this some of your groups may have received before, however, I wanted to share it with the 
whole group for transparency and for having all of our reference data in one place. The information you will 
find attached is: 

1. The summary spreadsheets for the = in the host targeted category that have been added Tron the 
R&D Consortium group + 1 for! ba | 
is likely be tested in a few other eae so that may need to be considered) 

2. Articles on the evolving thrombosis issue that doctors are trying to deal with on the front lines. These 
were previously shared with the Symptomatic/Supportive therapy group. 


APARO000005580 


~ 


An article relevant to immune modulator use in COVID-19. 

Articles for the Antiviral group on some preclinical testing work. 

5. Also for the antiviral group, the TX-Preclinical team also just sent this link with access to more 

screening data, which should contain all but: 

a. “All of these compounds except: —_b4_—_s are part of the ReFrame library and have been 

tested in a SARS-CoV-2 Vero-GFP CPE assay and posted at the ReFrame database here 
hitps://reframedb. org/assays/A00440. You can create an account for free and search the 
data.” 


> 


Please find attached the updated spreadsheet with all the new relevant compounds added for the groups 
to vote on. These new compounds for your groups are highlighted in green. 


Finally, please find below the captured action items and key takeaways from the meeting. 
Action Items 


Action Items 
Information POC 
1 Provide Review Committee members with 5 compounds for Keith Gottesdiener & Elliott Levy / 
_ review, along with factsheets from the R&D Consortium 
Stacey Adam 
2. Send updated score sheets Stacey Adam 


Agent Prioritization Review Committee members 
3 (immunomodulators) score additional agents that have been AP Sub Group Members 


added from the R&D Consortium list 
_ Getting standardized, reliable data on the agents 
Stacey Adam / 
4 e Trans-NIH information, intramural and extramural 
e Mike Poole, Gates Foundation Ruxandra Draghia-Akli 


~ Ask Preclinical Working Group (R&D members) for relevant 


: data on agents if available Joe Menetski 
6 Get data on antivirals from NIAID and NCATS Sarah Read/Christine Colvis 
Key Takeaways 


e Weare re-evaluating our list for scoring and adding other agents that were inadvertently left out 

e Wewill not go back and re-evaluate the triage list. 

e Sub Group Members voicing concern on lack of confidence in agents they’ve had to score. More 
research needed on drugs to understand whether these are worth putting into clinical trials. Need for 
more data. 

e Suggested need to understand value of the agents we are evaluating over remdesivir. 


For reference tomorrow, please find attached the summary from yesterday’s meeting and the agenda for 
tomorrow’s meeting. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 


APARO000005580 


Director, Cancer 
Research Parinershins 
Foundation for the National lastitutes of Health 


| Mobile:| b6 


Donate to the FNIN’s Pandemic Response Fund to combat COVID-19: {nib ore/pandemic 


APARO000005580 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 4/30/2020 ea 09:57 PM 

To: 


(eOIBOHEZ SPD ae Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn= ecipients/cn=0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


[roar eee reer memrmrmrmrmemeesermrmrmemimemens 


b 
cc: Elizabeth Kim [elkim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Maria [rosalvarez@deloitte.com|; Salathin, Carly Ci | 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
(eo DO Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢b3a834f-wardjam] 

Subject: RE: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 

Attachments: ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-v2.xlsx; Riva2020_REFRAME drug repositioning against 


SARS-CoV-2.pdf; preprints202004.0149.v1.pdf; compound list caco cells.pdf; cell research 2020.pdf 


Hi All, 


Okay, best laid intentions. Turns out trying to get everything in one spot meant all of your networks rejected it due to 
the size. So this will come to you in 2-3 emails. 
This will be the first. It has the score sheet and the antiviral info. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 
Research Parmerships 


Direct: | b6 '| Mobile:} b6 


APARO000005570-2444257 


From: Adam, Stacey (FNIH) [T] 

Sent: Thursday, April 30, 2020 7:05 PM 

Subject: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 

importance: High 


Dear TX-Clinical Agent Prioritization Subgroup, 
I appreciate the candid and productive meeting that we had today. All your feedback is very helpful to refine 
our process for the next time. 


For all of you working on scoring right now, please find attached a number of pieces of information that maybe 
helpful. Some if this some of your groups may have received before, however, I wanted to share it with the 
whole group for transparency and for having all of our reference data in one place. The information you will 
find attached is: 

1. The summary spreadsheets for the agents in the host targeted category that have been added from the R&D 
Consortium group + 1 for Firazyr as it was requested. (one note, the group shared with us Firazyr is likely be 
tested in a few other trials, so that may need to be considered) 

2. Articles on the evolving thrombosis issue that doctors are trying to deal with on the front lines. These were 
previously shared with the Symptomatic/Supportive therapy group. 

3. Anarticle relevant to immune modulator use in COVID-19. 

Articles for the Antiviral group on some preclinical testing work. 
5. Also for the antiviral group, the TX-Preclinical team also just sent this link with access to more screening data, 
which should contain all but EIDD-2801. 
a. “All of these compounds except EIDD-2801 are part of the ReFrame library and have been 
tested in a SARS-CoV-2 Vero-GFP CPE assay and posted at the ReFrame database here 
https://reframedb.org/assays/A00440. You can create an account for free and search the data.” 


- 


Please find attached the updated spreadsheet with all the new relevant compounds added for the groups 
to vote on. These new compounds for your groups are highlighted in green. 


Finally, please find below the captured action items and key takeaways from the meeting. 
Action Items 


Action Items 


Information POC 
1 Provide Review Committee Keith 
members with 5 compounds Gottesdiener & 
for review, along with Elliott Levy / 
factsheets from the R&D 
a Consortium Stacey Adam 
2 Send updated score sheets Stacey Adam 


- Agent Prioritization Review 
_ Committee members 


3 _(immunomodulators) score AP Sub Group 
_ additional agents that have Members 
_ been added from the R&D 
_ Consortium list ne 
Getting standardized, reliable 
4 _ data on the agents piacey Saami 


APARO000005570-2444257 


e = Trans-NIH information, Ruxandra 
intramural and Draghia-Akli 
extramural 

e Mike Poole, Gates 
Foundation 


_ Ask Preclinical Working 

_ Group (R&D members) for 
_ relevant data on agents if 

_ available 


Joe Menetski 


Ree Sarah 
Get data on antivirals from Se 
6 “NIAID and NCATS Read/Christine 
Colvis 


Key Takeaways 


e Weare re-evaluating our list for scoring and adding other agents that were inadvertently left out 
We will not go back and re-evaluate the triage list. 
@ Sub Group Members voicing concern on lack of confidence in agents they’ve had to score. More research 
needed on drugs to understand whether these are worth putting into clinical trials. Need for more data. 
e Suggested need to understand value of the agents we are evaluating over remdesivir. 


For reference tomorrow, please find attached the summary from yesterday’s meeting and the agenda for 
tomorrow’s meeting. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Ckrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


Direct:! b6 | Mobile: 


Donate to the FNIH’s Pandemic Response Fund io combat COVID-19: fhih. ore/pandemie 
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APARO000005570-2444257 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: died 11: 11:55 PM 

To: 


Christine (NIH/NCATS) [E] ea Ry meni Administrative ecip 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


b6 i; Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
en: oe Md |; Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 


Administrative erte (FYDIBOHF23SPDLT)/cn= LAR OUI Sas asecccacaec Buchman]; 


ee ExchangeLabs/ou=Exchange Rarniniseaune Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Carlos O Garner 


Risin aiara lamin at niaavainr meni mimvelnveens mie, 


cc: Elizabeth Kim [eikim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carla i 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
pial) cules ede AA Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


ee... eee + Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
“Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: RE: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 

Attachments: lancet respiratory medicine.pdf; Amgen - Otezla (Apremilast).pdf; Takeda - Takhzyro (Lanadelumab)- summary.pdf; 


Takeda - Firazyr (Icatibant) -summary.pdf; Lilly-Taltz.pdf; BMS - Orencia (Apatacept).pdf; Allergan - Cenicriviroc.pdf 
Hi All, 


Finally, this is the third with the info sheets for the host targeted group. 


Thanks, 
Stacey 


Stacey J, Adam, PRD 
Director, Cancer 

Research Partne as 
Direct: } 


From: Adam, Stacey (FNIH) [T] 
Sent: Thursday, April 30, 2020 7:05 PM 


APARO000005557 


Subject: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 
Importance: High 


Dear TX-Clinical Agent Prioritization Subgroup, 
I appreciate the candid and productive meeting that we had today. All your feedback is very helpful to refine 
our process for the next time. 


For all of you working on scoring right now, please find attached a number of pieces of information that maybe 
helpful. Some if this some of your groups may have received before, however, I wanted to share it with the 
whole group for transparency and for having all of our reference data in one place. The information you will 
find attached is: 

1. The summary spreadsheets for the agents in the host targeted category that have been added from the R&D 


jataiaiee aces 7 faietarevere 


Consortium group +1for: b4 jas it was requested. (one note, the group shared with us! b4 iis likely be 


tested in a few other trials, so that may need to be considered) 

2. Articles on the evolving thrombosis issue that doctors are trying to deal with on the front lines. These were 
previously shared with the Symptomatic/Supportive therapy group. 

3. Anarticle relevant to immune modulator use in COVID-19. 

Articles for the Antiviral group on some preclinical testing work. 

5. Also for the antiviral group, the TX-Preclinical team also just sent this link with access to more screening data, 


which should contain allbut  p4. 


Lesser eieimrmreemcmvete rel 


a. “All of these compounds except:.___»4 ___} are part of the ReFrame library and have been 


tested in a SARS-CoV-2 Vero-GFP CPE assay and posted at the ReFrame database here 
hitps://reframedb.org/assays/A00440. You can create an account for free and search the data.” 


> 


Please find attached the updated spreadsheet with all the new relevant compounds added for the groups 
to vote on. These new compounds for your groups are highlighted in green. 


Finally, please find below the captured action items and key takeaways from the meeting. 
Action Items 


‘Action Items 


Information POC 
1 Provide Review Committee Keith 
members with 5 compounds Gottesdiener & 
for review, along with Elliott Levy / 
factsheets from the R&D 
; | Consortium Stacey Adam 
2 Send updated score sheets Stacey Adam 


Agent Prioritization Review 
- Committee members 


3 (immunomodulators) score AP Sub Group 
_ additional agents that have Members 
been added from the R&D 
_ Consortium list 
Getting standardized, reliable 
_ data on the agents Stacey Adam / 
: e = Trans-NIH information, Ruxandra 
intramural and Draghia-Akli 
extramural 


APARO000005557 


e Mike Poole, Gates 
Foundation 


| Group (R&D members) for 


relevant data on agents if Joe Menetski 
_ available 
6 Get data on antivirals from Sih am oe 
_ NIAID and NCATS SAC REISER 
Colvis 
Key Takeaways 


e We are re-evaluating our list for scoring and adding other agents that were inadvertently left out 
We will not go back and re-evaluate the triage list. 
e Sub Group Members voicing concern on lack of confidence in agents they’ve had to score. More research 
needed on drugs to understand whether these are worth putting into clinical trials. Need for more data. 
e Suggested need to understand value of the agents we are evaluating over remdesivir. 


For reference tomorrow, please find attached the summary from yesterday’s meeting and the agenda for 
tomorrow’s meeting. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnershins 

Foundation for the National Institutes of Health | 

Direct: | b6 Mobile: = b6 
faihorg 

11406 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNDAs Pandemic Response Fund to combat COVID-19: fnih ore/pandemic 


APARO000005557 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 2:43:13 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra[ a Eisner, Mark oe ‘be 4]; Gottesdiener, Keith 

“|; Judy Currier 


‘oe ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= caus enna onan oe pllotte Be ns Kim, Elizabeth 


‘Administrative Group (EVDIBOHF23SPDLT)/cn= Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4. proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= See kane ee Administrative Group 


[/o=ExchangeLabs/ou=Exchange Ndmiinistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 


Padre es DOr eae Jansen, Kathrin b6 5 Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn= pitta Pepe OR ave! Ceehe zbaal: drl.helix.n]; Young, John 


[/o= ExchangeLabs/ous Exchange Adrainisttative: Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= AI EGU aT Yee el adheres abebpecect Nicieheeel: Salathin, Carla 


(FYDIBOHE23SPDLT)/ene Rocipients/cn=40cOdfet6f1e46"Sb750753cd5a14"93- MoUnEGSAT Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS$2dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


APAR0000005553-2443445 


Gonzalez, Nina ha ppalaoeanas br mie Administrative aie 


is Mollica, Linda /USi 

“Woz ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 

Subject: Initial Follow-up to ACTIV Therapeutics-Clinical Working Group - Meeting #4 

Attachments: ACTIV Therapeutics-Clinical WG 30Apr2020 Meeting Guide.pdf; ACTIV_Therapeutics-Clinical_ Working Group 
Meeting 4_Key Takeaways_04302020v2.pdf 


Dear TX-Clinical WG Members, 


Thank you for a productive discussion today and a great cross sharing of information. Please find attached the slides 
from today. The initial high level summary with action items and key takeaways from the meeting. The formal summary 
will follow tomorrow. 


In addition, please know that Tim Buchman has been kind enough to provide us the slides from the thrombosis seminar 
held by BARDA today. However, due to their size | have had to place them on Basecamp instead of sending directly to 
you. You can access our WG Basecamp site at this link: 


If you haven’t already you will need to register via the link that was sent to you two weeks ago, which if you cannot find 
it, please let me know and | will send again. 


Thanks, 
Stacey 


Stacey I, Adam, PhD 

Director, Cancer 

Research Partnerships 

nou indalion for the National Iastitutes of Health 


i]. 400 Rockville Pike, Suite G00, North Bethesda, MD 20852 


Donate to the FNTH’s Pandemic Response Fund to combat COVID-19: £ 


APARO000005553-2443445 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 3:19:09 AM 

To: 


Christine (NIH/NCATS) [E] [/o= pepe Exchange Adrainistraeive Grour 
eae ll aed eld al 4b7e84cce098457896b2df19fa172c87- ee Young, John 


ieDIBOHEZES PDL Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o= pecan er Exonatiee Administrative Group 


atte eerste scemrermsmtmem rer bemcmrmrmemememey 


cc: Elizabeth Kim [elkim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipienisiche 500 1afS2de4a427ea3d34fle072f8cb7- menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Woz Aa PS Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc], Lucas Smalldon 
i al caste sna tas Aim BGs det) tnt i: Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHE23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢b3a834f-wardjam] 

Subject: RE: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 


Dear TX-Clinical Agent Prioritization Subgroup, 
Thank you once again for a productive meeting. 


| have heard from a few of you that as we discussed in the meeting you may need a little more time that until tomorrow 
due to the additional agents. Therefore, we are extending the deadline for scoring until 12pm ET on Sunday, May 

3. We really cannot extend it further due to needing have a determination for an ACTIV Leadership Meeting early next 
week, so | would ask that everyone try to meet that deadline punctually. 


| hope this will help with a little breathing room for scoring. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Durector, Cancer 
Research Partnerships 


APARO000005552-2441878 


From: Adam, Stacey (FNIH) [T] 

Sent: Thursday, April 30, 2020 7:05 PM 

Subject: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 

Importance: High 


Dear TX-Clinical Agent Prioritization Subgroup, 
I appreciate the candid and productive meeting that we had today. All your feedback is very helpful to refine 
our process for the next time. 


For all of you working on scoring right now, please find attached a number of pieces of information that maybe 
helpful. Some if this some of your groups may have received before, however, I wanted to share it with the 
whole group for transparency and for having all of our reference data in one place. The information you will 
find attached is: 

1. The summary spreadsheets for the agents in the host targeted category that have been added from the R&D 
Consortium group + 1 for Firazyr as it was requested. (one note, the group shared with us Firazyr is likely be 
tested in a few other trials, so that may need to be considered) 

2. Articles on the evolving thrombosis issue that doctors are trying to deal with on the front lines. These were 
previously shared with the Symptomatic/Supportive therapy group. 

3. Anarticle relevant to immune modulator use in COVID-19. 

Articles for the Antiviral group on some preclinical testing work. 
5. Also for the antiviral group, the TX-Preclinical team also just sent this link with access to more screening data, 
which should contain all but EIDD-2801. 
a. “All of these compounds except EIDD-2801 are part of the ReFrame library and have been 
tested in a SARS-CoV-2 Vero-GFP CPE assay and posted at the ReFrame database here 
https://reframedb.org/assays/A00440. You can create an account for free and search the data.” 


- 


Please find attached the updated spreadsheet with all the new relevant compounds added for the groups 
to vote on. These new compounds for your groups are highlighted in green. 


Finally, please find below the captured action items and key takeaways from the meeting. 
Action Items 


Action Items 


Information POC 
1 Provide Review Committee Keith 
_ members with 5 compounds Gottesdiener & 
_ for review, along with Elliott Levy / 
_ factsheets from the R&D 
- Consortium Stacey Adam 
2 _ Send updated score sheets Stacey Adam 


_ Agent Prioritization Review 
- Committee members 


3 : (immunomodulators) score AP Sub Group 
_ additional agents that have Members 
_ been added from the R&D 


_ Consortium list 


APARO000005552-2441878 


_ Getting standardized, reliable 
data on the agents 


e = Trans-NIH information, 
4 intramural and 
extramural 
e Mike Poole, Gates 
Foundation 


Ask Preclinical Working 


5 _ Group (R&D members) for 
_ relevant data on agents if 
available 

6 - Get data on antivirals from 


NIAID and NCATS 


Key Takeaways 


Stacey Adam / 


Ruxandra 
Draghia-Akli 


Joe Menetski 


Sarah 
Read/Christine 
Colvis 


We are re-evaluating our list for scoring and adding other agents that were inadvertently left out 


e Wewill not go back and re-evaluate the triage list. 


Sub Group Members voicing concern on lack of confidence in agents they’ve had to score. More research 
needed on drugs to understand whether these are worth putting into clinical trials. Need for more data. 


e Suggested need to understand value of the agents we are evaluating over remdesivir. 


For reference tomorrow, please find attached the summary from yesterday’s meeting and 
tomorrow’s meeting. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Exrector, Cancer 

Research Partnerships 

foundation for the National Institutes of Health 


the agenda for 


APARO000005552-2441878 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 12:10:12 PM 

To: 


ee ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AEYDIBOHF Zo0e DU /ar Be Peer sparen erm eerees tere ehiggs]; Carlos O Garner 


cc: ‘Elizabeth Kim jsit@acorne com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 200 1afS2de4a427ea3d34f1e072f8cb7- menetskijp]; Salathin, Carla 


EE eee a. Snr Oe en Ona | Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


BENE HZ oP DUT) EENE iD ets 2B a eet epee reese eee \rne Cry Lucas Smalldon 


‘Administrative Group (EYDIBOHF23SPDLT)/cn= solioientslenerben basasoakdachi=tandbenisi940- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411¢cb3a834f-wardjam] 


Subject: HOLD for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 

pens Ae ee ee 
Start: 5/3/2020 7:00:00 PM 

End: 5/3/2020 8:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Salathin, Carla;i Sic Anacs sett tac DG ire Acar 3 + Parker, Ashley 
Attendees: (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula (NIH/NINDS) [E]; 
Ward, Jackie (NIH/OD) [E]; pe real be .”~—S i 


APARO000017318 


TUS (Chicago) 
'US (New York) 


‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (Houston) 
‘US (San Jose) 
ce (San Jose) 


Mette ID 
Password: 


[ESET A ayer ee Re eR Eee Ee | 


APARO000017318 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 12:10:14 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_(FYDIBOHF23SPDLT)/cn= Rec iepis/en= Soe Dense oe leit reeetet i acamsisl: Eric Hughes 

uxandra Draghia-Akli 


i i; Colvis, 
_p Stein, Peter 


Cc: 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
ABYBIBORE 235E DED eNe Recipients/cn= NE 2 ba ee -parkeras]; Wholley, David (FNIH) [T] 
Subject: 
Mocationy: ioc eee cet ete OO eect at ete 
Start: 5/3/2020 7:00:00 PM 
End: 5/3/2020 8:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner 


Optional 
Attendees: (NIH/OD) (E]; Wholley, David (FNIH) [T]; Melencio, Chery! (FNIH) (T]; Lucas Smalldon; Walker, Paula (NIH/NINDS) [E]; 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID:) 
Password:! r 


b6 ‘US (Chicago) 
‘US (New York) 


iUS (Chicago) 


| ‘US (New York) 
4 ‘US (Germantown) 
i ‘US (Houston) 


US (San Jose) 


APARO000026941 


Meeting ID: 
Password:! _ 


Dc oe pera ln mpeg oemtinieancewtest eet) 


APARO000026941 


cc: 


Subject: 


Attachments: 


Location: 


Start: 
End: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
5/1/2020 12:10:14 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= se er aah dcd875f0679648859e1cf101c0943414-adamsj4]; Eric Hughes 


% Colvis, 
Young, Johnf b6 y Stain Beter 


SNA Saks ie ' Buchman, Tim 
Keith 
iano re cacceaalcccsapenae 


; Wung, 


ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 
ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-Tally.xlsx 


ipsa yin vison hv case onan mi sabes peean temas lace pm msn sinew bavuee en vdeo nwraen tn vives pm cesarean dees mou a ens ns raves ews em oases nesses eens peoene med eesea simroemeetcner, 


5/3/2020 7:00:00 PM 
5/3/2020 8:00:00 PM 


Show Time As: Busy 


Required 
Attendees: 


Optional 
Attendees: 


Hi ACTIV TX- 


Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 
(NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth ee) {E]; Carlos O Garner 


peisee a aeenessesraremcistoseomseiresvasnvenwierd, 


Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 


For those w 


information. 


ho sent me comments, | did not want to over whelm the score sheet will multiple rows of 
However, | have those and | will include them in the final record for posterity for this round. You can also 


feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 
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Password:! 
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iUS (New York) 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/1/2020 12:47:20 PM 


To: Srinivasan, Badhrii b6 i Vincent, Mike | b6 i Stein, Peter 


| oat oes tht bo 5 Cohen, Mirek [/o=ExchangeLabs/ou= pxchangel ndmminictiative Gholi 
(FYBIBOHFZ3SPBLT) fen= Reciplents/ene 2141b9e28c1a421fb3c1c4f75dd4c457-myron_cohen]; Corey, Larry 
L openpncbl® ce ee 1; 4; Desrosiers , Betsy [elizabeth_ desrosiers@merck.com]; Dickens, Jim (NIH/NCATS) [C] 


(PWDIBOEEDSSPDL Tae Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj|; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
{OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808ecasféf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= Hes plenis/cn State te 2 ble iedastene i 20aabee -paytonma]; Resnansky, Laura 


T/oz ExchangeLabs/ou= Excharize ‘Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn= Recipients/cn= 05494833e0fc47a9acac194cd338b201-csizemore]; Garner, Carlos 


i b6 Fi Colvis, SAA ae Maia [E] [/o=ExchangeLabs/ou= eee Administrative 


We ExchangeLabs/ou= Bhenge Adrainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= ga Segara ar al anh Ae er aa readsa]; Young, John 


irsapsandenon@aelGiee. com]; Gatluseie, Dani sCé#G ire: renee Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Gonzalez, Nina 


[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny: eee eet a |; James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FY DIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62.ca343dfb4bf79577e2aa8d1-jamesst]; Li 
Roseit—~—~—s b6 ~~}; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYOIBOHE23SPOLT)/cn= necients/ ches Se saebee soda elacceaeiesee emeeieaye TONGS Nancy - 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman@deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 2¢8291f38ec342f895243c0617e115ec-victoria.da]; 


Jintanat Ananworanich } Pike tact DOr yt. ba wae a 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05012020.pdf; Innovations Matrix 1May2020.xIsx 
fae iG. aes anise ied ete eS eR " ge ee et 
Start: 5/1/2020 1:00:00 PM 
End: 5/1/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Srinivasan, Badhri; Vincent, Mike; Stein, Peter (FDA/CDER); Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , 

Attendees: Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; 
Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER); Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Garner, Carlos; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; 

Attendees: Lowy, Douglas (NCI); Read, sarah (NIF/NIAID) IE); Young, John, Adam, Stacey (FNIH) [T]; Anderson, Margaret; 
Carluccio, Dana; Cheryl (FNIH) Melencio (T] i b6 i; Francis Collins; Gonzalez, Nina; Heaton, Penny; 
James, Stephanie; Li, Rose; Menetski, Joseph (FNIA) [1] ‘SBHEOS, Michael (FNIH); Tuvesson, Nancy; Wholley, David 
(FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E]i b6 sD; 


Thomas, Ashley (FDA/CDER); Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat Ananworanich 
Attaching the most recent version of the innovations matrix. Karen 


Dear Colleagues, Agenda is attached. During this call we will hear the latest from the three sub-WGs — innovations, 
inventory, and survey — which have been working very hard to move their activities forward quickly. Many thanks to all! 
We will also have a bit of a brainstorming session about creating a ‘dashboard’ to use in analyzing survey results. Best 
regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 5/1/2020 1:33:02 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa95aaaafeO6ebd70-parkeras]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Corey, Larry 


ae | eee I; Disbrow, Gary (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 62a151e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
i CG pore a ; Erpelding, Eruily (NIH/NIAID) [E] [/o= Exchange abs/ol Exchange Administrative 


(NIH/NIAID) [E] [/o= EXchangelabe/oue Exchange Administrative Group 
(FYDIBOHF235PDLT)/cn= pesipients/cne df38103d75134f658ae2d356f0396b94- staucll: Hudson, Thomas — 


(EYDIBOHE23SPDLT)/onz BG ntact tee io ces esanaeab Gee Tielsseal west Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYP IBOR Ego OL ane Ree iplenisisn abo n0 232) eziebees eects Robert.John]; Kramer, Lynn 


(RYDIBOHE23SPDLT)/one Recipients/cn=2d7e368a3137473bbce161547a82f2de- clane]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=ab30660917b942ffba9ae95d631116f3- -marstonhd]; Mascola, John 


Pena b~—™ i: Meeker, David D6 _j Menetski, Joseph (FNIH) [T] 


‘[joz ExchangeLabs/ou= Exchange Administrative Group 
Rat) lala odor asl Reepiene/ce: SOT ech ener eandeae ao y-menetskilpl; Pangalos, Mene 


Perimutter, Rogeri * Plump, And 


fatter: Hered Sas mdm me oor asattanstiogant cheetah 


b6 ; Reed, John: b6_ 


LEDATCOER) [/o=ExchangeLabs/ou= Exchange Administrative aor 
{EYDIBOHF23SPDLT)/cn= Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Young, John 


~_ 4; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
)/cn= Reeivontsycne Siesta ached ec ol ccolvis]; Desrosiers, Betsy 


‘EVDIBOHE23SPDLT)/cnzRecipients/cn= scheds0e ead syonesdsjage7s7aert oul: Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Gonzalez, Nina 
{ningonzalez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Stratton, Ben [bstratton@deloitte.com]; Tolman, 
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Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[iwachtel @deloitte.com]; Rachel Ramoni dh pelea ot nea ag Administrative eee 
{FYDIBOHF23SPDLT)/en 


EYOIBORERePDETIae Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Bianchi, Diana 
(NIH/NICHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e701b633c0214cb887a00d28a48e19d3-bianchidw]; Brennan, Patti 
(NIH/NLM) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a15fb17e820c4a418b87b86db1dfd6ff-brennanpf]; Byrnes, Noni (NIH/CSR) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c60bd8617c9f4fea9dd0d7d1e93b5223-byrnesn]; Carter, Robert (NIH/NIAMS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e9c312264ed34850bb77115bd894b5db-carterrob]; Glass, Roger (NIH/FIC) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03506bbbb1a2472790395288d4970bc0-glassr]; Hodes, Richard (NIH/NIA) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aaaf8902643342969c60fd55 1f8 1a159-hodesr]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Norris, Andrea 
(NIH/CIT) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1f8285333385410bb4be4ea63636d1d5-norrisat]; Rodgers, Griffin 
(NIH/NIDDK) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=33e248b6d18f42549f5af62c482de5c7-griffinrodg]; Schwetz, Tara (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1dal1e9650d44fa9a9e2d94f24b5035-schwetzta]; Sharpless, Norman 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7aca53ab83dc066ef-sharplessne]; Tucci, Debara 
(NIH/NIDCD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3ce882c7cb244d4e83e5ff8049a8dc65-tuccidl]; Tumminia, Santa (NIH/NEI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a748fb60f78f47 12b323cac597ea06cf-tumminias]; Volkow, Nora (NIH/NIDA) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1106941d5164156bf08e25f24057a4d-nvolkow]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Lankford, David 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4f29a9bef672409d967e3aa5fb36e96a-lankford]; Gibbons, Gary (NIH/NHLBI) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Koob, George 
(NIH/NIAAA) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45a89ac3ca4e4e509cadacdf510c24ed-koobegf]; Hallett, Adrienne (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a77f058dbf75b3 1b-hallettaa]; Valantine, Hannah 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a8b8263c5cc0442aaa0875846bd020e0-valantineh]; Gottesman, Michael 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918c2344931542a592d00dbe83d3d5a3-gottesmm]; Woychik, Rick 
(NIH/NIEHS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

LSD lo hhcenads etal Sal Recipients/cn=d5f2cb03d8114450b089b7a45c81f093-woychikrp]; Cihlar, Tomas 


b6 |; Messonnier, Nancy (CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange 
‘Administrative Group (EVDIBOHF23SPDLT)/cn= Recipients/cn=441f65db836c4a89a4 2aecb9a0d9b96c-NARS]; 
Langevin, Helene (NIH/NCCIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbb103 11b6e0462b970030434fe0e21b-langevinhm]; Lauer, Michael 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=90fe9cae30c64cfbb67abd568e882796-lauerm]; Gallin, John (OD) [E] 
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cc: 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4baech56bd444b985ed10fac4e19ae8-jgallin] 

Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Hoffstetter, Renata 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= ¢3e9758570bf4ca08552ea377170ec2a-hoffstetter]; Ilberdemaj, Vaide 


Hist) leks oan’ ee nT + Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDL1)/cn= Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Protasiewicz, Ann 


ee ane be }; Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/en= Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm]; Thomas, Ashley 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; FNIH Central Account 
[FNIH@roseliassociates.com]; Sepulveda, Dorina (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPOLT)/cn= Recipients cn-O peice BA fered ten sesetteee: -sepulvedade]; Li, Rose 

crate } Lowy, Douglas (NIH/NCI) [E] 


We ExchangeLabs/ou= Exetignge Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Gladman, Jordan (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eb38a598f96f488299a655a7312138fd-gladmanjt]; Elsaid, Olivia 
[oelsaid@deloitte.com]; Best, Cindy (NIH/NEI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=428b52467ed046a0b474f505750a2a80-bestc]; Bronson, Charlette (NIH/NIA) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=048d4c0b49984babaaedd3448ded4ab4-bronsonc]; Dzokoto-Pomenya, 
Caroline (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3f96013017dd4c409ccb21fe454d0f00-dzokotoc]; Hamid, Khawar (NIH/CSR) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=805b1f42695249cfb1b4243f7de59343-hamidkr]; Hardesty, Rebecca 
(NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Hughes, Karen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0e11e04daa2b44deala06ce7ab21cb1a-hugheskp]; Kellton, Karen (NIH/OD) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4bc40ec85bc544149c6df7b796c552dd-hamiltonkaa]; Mowery, Penny 
(NIH/NIDDK) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=29d83e4b4e014dcbb9f809d52b4ee0e2-mowerypj]; New, Suzanne 
(NIH/NIDCR) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=64f7f5a592b542d785d1c64d2aff6032-newsl]; Ott, Sandra (NIH/NICHD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fdd4311f07342f5af65c48cd1b53412-otts]; Salley, Jasmine (NIH/NIDDK) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e4c744874a4106b835f73 1bd2a37e7-salleyjc]; Schulke, Hilda (NIH/NIDA) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e6e37ceffade4ea593 7S5aab6fd35eb47-schulkeh]; Shapiro-Loser, Beth 
(NIH/NIDDK) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=770c87f7a6d 143c9b1f2271527db3d30-levyb]; Stover, Kathleen (NIH/FIC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a372032e1b4999b57bc64b2e59304b-stoverka]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767f83e-togashim]; Wade, Portia (NIH/CIT) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=058d233dfb124f919afb5c20a0e79908-davispl2]; Barnett, Sylvia (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d977e2c82aad4b6bb03079ddce7dabd4-barnetts|]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; Castillejos zenteno, 


premiere reece einer meneneny 


Carlos [JRDUS]: b6 ; Oresanya, Jejelola (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4e6b58fd7ce540fba2283352ddf277e4-oresanyaj]; 
McBurney, Margaret (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=efdfd5476a884ff7bacfb38cb2805863-mmcburney]; Smith, Spencer 
(NIH/NIEHS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=372312fca51d410fba8895dd8b0329a9-smithdas]; Denny, Joshua (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cdb4626dabbb45aa8b8e5d21169344e6-dennyjc]; Council, Lisa (NIH/NCCIH) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=46e1791d0feb4292b43f48a40f4934e1-dixonir]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 


eunieet: PEA AAS etd dea lala alk ell PL LLM ei hs 8 ne a 
LET a cen a cl ect OO Naas ta hat ta aed eae ine 
Start: 5/6/2020 7:30:00 PM 
End: 5/6/2020 9:00:00 PM 


Show Time As: Busy 


Dr. Burklow just forwarded the invite to Renate Myles 


From: Melencio, Cheryl (FNIH) [T] On Behalf Of Wholley, David (FNIH) [T] 

Sent: Friday, April 24, 2020 11:37 AM 

To: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Collins, Francis (NIH/OD) [E]; Corey, Larry; Disbrow, 
Gary (OS/ASPR/BARDA); Dolsten, Mikael; Erbelding, Emily (NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Hudson, 
Thomas; James, Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; 
Marks, Peter (FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; Menetski, Joseph (FNIH) [T]; 
Pangalos, Mene; Pao, William; Paul, Steve; Perlmutter, Roger; Plump, Andy; Rasi, Guido; Reed, John; Rouse, Doris; 
Santos, Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; 
Tsai, John; Vessey, Rupert; Virgin, Skip; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Freire, Maria (FNIH) [T]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Gonzalez, Nina; 
Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Rachel Ramoni; Plenge, 
Robert; Talley, Michael; Cavaleri, Marco; Lee, William; Anderson, James (NIH/OD) [E]; Bianchi, Diana (NIH/NICHD) [E]; 
Brennan, Patti (NIH/NLM) [E]; Byrnes, Noni (NIH/CSR) [E]; Carter, Robert (NIH/NIAMS) [E]; Glass, Roger (NIH/FIC) [E]; 
Hodes, Richard (NIH/NIA) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Norris, Andrea (NIH/CIT) [E]; Rodgers, Griffin 
(NIH/NIDDK) [E]; Schwetz, Tara (NIH/OD) [E]; Sharpless, Norman (NIH/NCI) [E]; Tucci, Debara (NIH/NIDCD) [E]; 
Tumminia, Santa (NIH/NEI) [E]; Volkow, Nora (NIH/NIDA) [E]; Wolinetz, Carrie (NIH/OD) [E]; Lankford, David (NIH/OD) 
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[{E]; Gibbons, Gary (NIH/NHLBI) [E]; Koob, George (NIH/NIAAA) [E]; Hallett, Adrienne (NIH/OD) [E]; Valantine, Hannah 
(NIH/OD) [E]; Gottesman, Michael (NIH/OD) [E]; Woychik, Rick (NIH/NIEHS) [E]; Cihlar, Tomas; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD); Langevin, Helene (NIH/NCCIH) [E]; Lauer, Michael (NIH/OD) [E]; Gallin, John (OD) [E] 

Cc: Barasch, Kimberly (NIH/NIAID) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Conrad, Patricia 
(NIH/NIAID) [E]; Hoffstetter, Renata (FNIH) [T]; Ilberdemaj, Vaide; Lagos, Enrique (NIH/NCATS) [E]; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Protasiewicz, Ann; Simon, Dina (NIH/OD) [C]; Thomas, Ashley (FDA/CDER); 
Wood, Gretchen (NIH/OD) [E]; FNIH Central Account; Sepulveda, Dorina (FNIH) [T]; Li, Rose; Zottoli, Jessica; Lowy, 
Douglas (NIH/NCI) [E]; Parker, Ashley (NIH/OD) [E]; Gladman, Jordan (NIH/OD) [E]; Elsaid, Olivia; Best, Cindy (NIH/NEI) 
{E]; Bronson, Charlette (NIH/NIA) [E]; Dzokoto-Pomenya, Caroline (NIH/OD) [C]; Hamid, Khawar (NIH/CSR) [E]; Hardesty, 
Rebecca (NIH/OD) [C]; Hughes, Karen (NIH/OD) [E]; Kellton, Karen (NIH/OD) [C]; Mowery, Penny (NIH/NIDDK) [E]; New, 
Suzanne (NIH/NIDCR) [E]; Ott, Sandra (NIH/NICHD) [E]; Salley, Jasmine (NIH/NIDDK) [C]; Schulke, Hilda (NIH/NIDA) [E]; 
Shapiro-Loser, Beth (NIH/NIDDK) [E]; Stover, Kathleen (NIH/FIC) [E]; Togashi, Mieko (NIH/NCI) [E]; Wade, Portia 
(NIH/CIT) [E]; Barnett, Sylvia (NIH/OD) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; Castillejos zenteno, Carlos [JRDUS]; 
Oresanya, Jejelola (NIH/OD) [C]; McBurney, Margaret (NIH/OD) [E]; Smith, Spencer (NIH/NIEHS) [E]; Denny, Joshua 
(NIH/OD) [E]; Council, Lisa (NIH/NCCIH) [C]; Meltzer, Abbey (FNIH) [T]; Gorman, Greta (FNIH) [T]; Myles, Renate 
(NIH/OD) [E] 

Subject: ACTIV Response Partnership Leadership Team Meeting #3 

When: Wednesday, May 6, 2020 3:30 PM-5:00 PM (UTC-05:00) Eastern Time (US & Canada). 


b6 ‘US (Germantown) 
‘US (Chicago) 


i US (Germantown) 
i US (Chicago) 


US (New York) 
: US (Houston) 
i US (San Jose) 


| {US (San Jose) 


Meeting | 
Password: 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 5/1/2020 1:33:24 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
{NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Corey, Larry 


i b6 i; Disbrow, Gary (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHE23SPDLT)/cn=Recipients/en= 62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
i ee) Erbelding, Emily (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 


“Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Hudson, Thomas 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=feb0b0545 7404e2f8b88af78e9ac4dd9- Robert.John]; Kramer, Lynn 

i SS “} Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reciplents/en= 2d7e368a3137473bbce161547a82f2de-clane]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


pee OR EDEL en Ree ple ttsica= DOG ete o/ BO sere sees ones tt tee marsrennd)) Mascola, John (NIH/VRC) 


[/oz ExchangeLabs/ou= Peithae Admninisteative Group 
(FYDIBOHF23SPDLT)/cn= aa Cs ee leieeie Pangalos, Mene 


“(ENI) [T] [/o= Ecchangelepelous Exchange Administrative Group 
AyD IBOHESa5EDLD/ ene Recbients/ane ab38cb6836de44e18ef4cc6952f65f80- ee Skovronsky, Daniel 


i Papen “p BPs | s Kurilla, Michael Ee (E] [/o= erchangelabs ou Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reciolents/en= dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Gonzalez, Nina 
[ningonzalez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Stratton, Ben [bstratton@deloitte.com]; Tolman, 
Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b 750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel @deloitte.com]; Rachel Ramoni [/o=ExchangeLabs/ou=Exchange Administrative Group 
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cc: 


{FYDIBOHF23SPDLT)/cn= Recipients/cn= d3f6cb5237a44b75887b8alcalfobb91- Rachel.Ramo]; Plenge, Robert 


Messonnier, Nancy epOwEIDINGRD/OD} ies ExchangeLabs/ou=Exchange 
‘Administrative Group (FYDIBOHE23SPDLT)/cn= Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; 
Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b7 1b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Gadbois, Ellen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AIBC aeey UL at= Free penis ee sela sos eect yaatarhachadeat2e: mculp]; Tsai, John 


‘Barasch, Kimberly (NIH/NIAID) [C] [/o= Sere ee Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpal]; Hoffstetter, Renata 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=c3e9758570bf4ca08552ea377170ec2a-hoffstetter]; lberdemaj, Vaide 


De weet bs i; Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Melencio, Chery! (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Protasiewicz, Ann 


b6 i Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d 1d4d7eaf4e0f3daS58bclac-simondm]; Thomas, Ashley 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Sepulveda, Dorina (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Reciplent/cns S7S5efccScf7b4f6986d Leb3c3ed1fd96- sepulvededel) FNIH Central Account 


Jatarniaimtninintaletavetmimieimtnusintaterctaveveicentnts) | spams mneiemuninrarmtevesmccentmiarntareracaimenianmsai 


Parker, Ashley (NIH/OD) [E] oe Exchangetabs/oue Exchange Aaminicwatve Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Gladman, Jordan (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=eb38a598f96f488299a655a7312138fd-gladmanjt]; Elsaid, Olivia 


[oelsaid@deloitte.com]; Castillejos zenteno, Carlos [JRDUS] ; b6 i Dimishkov, Roxanne (NIH/NHLBI) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group == =  ——t—<i=‘CSS 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Hallett, Adrienne (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f058dbf75b31b-hallettaa]; Chen, Helen 
[qingchen@deloitte.com]; Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= peeps oT ean oats Poppe A tpe neon: gormanmj]; Dana Carluccio 
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Subject: 
Attachments: 
Location: 


Start: 
End: 
Show Time As: 


Required 
Attendees: 


Optional 
Attendees: 


ACTIV Response Partnership Leadership Team Meeting #4 
Materials for June 3 ACTIV Partnership Leadership Call 


6/3/2020 4:00:00 PM 
6/3/2020 5:30:00 PM 
Busy 


Austin, Christopher (NIH/NCATS) [E]; Collins, Francis (NIH/OD) [E]; Corey, Larry; Disbrow, Gary (OS/ASPR/BARDA); 
Dolsten, Mikael; Erbelding, Emily (NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Hudson, Thomas; James, 
Stephanie (FNIH) [T]; Jonnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; Marks, Peter 
(FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; Menetski, Joseph (FNIH) [T]; Pangalos, 
Mene; Pao, William; Paul, Steve; Perlmutter, Roger; Plump, Andy; Rasi, Guido; Reed, John; Rouse, Doris; Santos, 
Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Tsai, 
John; Vessey, Rupert; Virgin, Skip; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Freire, Maria (FNIH) [T]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Gonzalez, 
Nina; Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Rachel Ramoni; 


Barasch, Kimberly (NIH/NIAID) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Conrad, Patricia 
(NIH/NIAID) [E]; Hoffstetter, Renata (FNIH) [T]; lberdemaj, Vaide; Lagos, Enrique (NIH/NCATS) [E]; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Protasiewicz, Ann; Simon, Dina (NIH/OD) [C]; Thomas, Ashley (FDA/CDER); 
Wood, Gretchen (NIH/OD) [E]; Sepulveda, Dorina (FNIH) [T]; FNIH Central Account; Li, Rose; Zottoli, Jessica; Parker, 
Ashley (NIH/OD) [E]; Gladman, Jordan (NIH/OD) [E]; Elsaid, Olivia; Castillejos zenteno, Carlos [JRDUS]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; Burklow, John (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; 
Hallett, Adrienne (NIH/OD) [E]; Chen, Helen; Lowy, Douglas (NIH/NCI) [E]; Meltzer, Abbey (FNIH) [T]; Gorman, Greta 
(FNIH) [T]; Dana Carluccio 


Join Zoom Meeting 


iUS (Germantown) 
iUS (Tacoma) 
iUS (Houston) 


US (Chicago) 
US (New York) 


iUS (Chicago) 
iUS (New York) 


iUS (San Jose) 


ft 
Password: 


Find your local number: b6 


APAR0000020287 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 1:36:56 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
ga Le ne cee Lag a a Mark Eisner 

Keith Gottesdiener ioe 


(FYDIBOHF23SPDLT}/cn= pence 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


ADE e ead is dL 527b160038004a199ae6e0bac2226099- peadsal Amanda Peppercorn 


{EYDIBOHF23SPDiT)/enz ear a583eced842c4db 1 8bb6fcd3820bee21- sliced: fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= sere sir cui Exchange Administrative Group 


cc: 


(FYDIBOHF23SPDLT)/cn= peaplenisiene A0cO4fef6t1e46fSb750753cdSa14193- tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

AEYDIBOREZ SP DUI iene Recipients/cn= 306b2244466140faa9Saaaafe0Gebd70- parkeras]; Butcher, Tina 


‘(EYDIBOHFE23SPDLT)/en= BE sientetereadsesG2f -284iaseaaencosedc 7257. whclladi Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: Material for ACTIV TX-Clinical Master Protocol Subgroup Meeting #11 

Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_i1May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical Master 
Protocol Sub-Group Meeting Agenda_05012020.pdf 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for today’s meeting. 
Please let me know if you have any questions. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Csrector, Cancer 


APARO000005548 


Research Partnerships 


Direct:} b6 i Mobile? b6 


Licccmcisicmicnmecmicein: 8 (| | StSHeeeterereSrerereee creed 


i b6 
Meeting ID:} b6 
Password:! b6 | 
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b6 US (Chicago) 
US (New York) 
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‘US (New York) 


'US (San Jose) 
‘US (San Jose) 
‘US 


ie 


Vseace ID 
Passwor di 


lscticecttnsermrmncsaes 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 1:36:58 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(BIB 22 EDLs eth Gctteddene gt DECLAROR. fd]; Mark Eisner 


Menoni ~ 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Exchange Administrative — 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= ona ali 527b160038004a199ae6e0bac2226099- peadsal Amanda Peppercorn 


(FYDIBOHE23SPDLT)/ene Recipients/cn= a583eced842c4db18bb6fcd3820bee?1- sliced: fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Vincent, Michael 
i i Wune, Peter MS, 

cc: 


(FYDIBOHF23SPDLT)/cn= eciplentslen= A0cOAfef6t1e46fSb750753cdSa14193- tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafeO6ebd70-parkeras]; Butcher, Tina 


RG ent cad DOP ep 2 ae + Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDL1)/en= Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #11 
Attachments: ACTIV Therapeutics Clinical Master Protocol Sub-Group Meeting Agenda_05012020.pdf; ACTIV Therapeutics- 
Clinical_MP Subgroup_1May2020 Meeting Guide.pdf 


Location: i b6 
Start: 5/1/2020 3:00:00 PM 
End: 5/1/2020 4:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 
Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 


APARO000017310 


(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US 
Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for today’s meeting. 
Please let me know if you have any questions. 


Thanks, 
Stacey 


Join Zoom Meeting 


b6 ‘US (Chicago) 
{US (New York) 


pee Me Mie rete ete eerie eens 


‘US (Chicago) 
{US (New York) 


| ‘US (San Jose) 
‘US (San Jose) 


Meeting ID: 
Passwor di oy 


APARO000017310 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/1/2020 3:05:03 PM 

To: EricHughesib6SS™~SCSS_«SY; Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli {| b6 |; Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel: b6 * Colvis 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
UL 1 alarm cta ea 172c87- sacle Young, John 


oz ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= BECP Ici scn=oe) Ieabe sn ee a labateoeemeoctiaca’: ehiggs]; Carlos O Garner 


cc: Elizabeth Kim [elkim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Maria [rosalvarez@deloitte.com]; Salathin, Carla{ b6 i 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group. ~—~—S—=CS<S<S;S;«SCT St 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


UENO Orne 82) DET) COON SCD eniehenee ye eae Pe eee eoaveebert Meleno ec) Lucas Smalldon 


Administrative Group (EVDIBOHE23SPDLT)/cn= suciolents/enatbes (banda dedoach(Std0abctdaI930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: Agenda for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #6 

Attachments: ACTIV Therapeutics Clinical_Agent Prioritization Sub-Group Meeting Agenda_05012020v2. pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 
Please find attached the agenda for today’s call. We will be continuing the discussions from yesterday. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partners pS 


Meeting ID:: 
Password:: 


APARO000005546-244 1556 


b 6 ‘US (Chicago) 
pepe cee ee eee en Sa ea /US (New York) 


Dial MOR 


‘US (Chicago) 
‘US (New York) 


/US (Germantown) 
bes (San Jose) 
San Jose) 


S ( 
US (Tacoma) 
ee 


Meda: ID: 
Password:! 


APARO000005546-2441556 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 3:05:14 PM 

To: 


ee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= BED Picts sen me0 Ieabe sb eelabaseeeemeociaca’: ehiggs]; Carlos O Garner 


cc: Elizabeth Kim falkinn@deloitte, com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


fp ese vere ee co i vn ave ee eee est ate eeer ese nee tee erelte reseres rea) 


Maria [rosalvarez@deloitte.com]; Salathin, Carla: b6 ! 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou '=Exchange Administrative Group fo ee : 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


NBL schlecht Neo ee ere eee | ebeDecee er mieieneed: Lucas Smalldon 


Adranlstrative Group (EVDIBOHF23SPDLT)/cn= suciolents/enatbes (haneadedoach(Srd0abctdAI530- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #6 
Attachments: ACTIV Therapeutics Clinical_Agent Prioritization Sub-Group Meeting Agenda_05012020v2.pdf 
Location: i 


Start: 5/1/2020 7:00:00 PM 
End: 5/1/2020 8:30:00 PM 
Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;! b6 A 


Attendees: Parker, Ashley ee: [E]; Wholley, Devid del [T]; Melencio, Cheryl (FNIH) fii: Lucas Smalldon; Walker, Paula 


Dear TX-Clinical Agent Prioritization Subgroup, 
Please find attached the agenda for today’s call. We will be continuing the discussions from yesterday. 


Thanks, 


APARO000017308-2441929 


Stacey 


Join Zoom Meeting 


b6 
Meeting ID:{ bt 

Password:!  b6__} 

MOS CAD AOU a ee eee 

| b 6 ‘US (Chicago) 

Sane VE TINO TN icicle AP /US (New York) 
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! US (New York) 
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: US (San Jose) 
‘ US (San Jose) 


US (Tacoma) 


APARO000017308-2441929 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
Sent: 5/1/2020 4:06:29 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf] 
cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Subject: DoD invitation: note to invite Colonel Nelson Michael to the ACTIV Vaccines WG 

Attachments: ACTIV Partnership Leadership Meeting QA Follow Up_ 20200424 final.docx 


Francis 
First of three for you to edit and send. Copying Ashley on all in case she wants to have a look/advise on these. 


Here is note for Colonel Nelson Michael 
Director, Center for Infectious Diseases Research 
Walter Reed Army Institute of Research 


Dear Colonel Michael, 


lam writing to you at the suggestion of Brigadier General Michael Talley. As you know well, addressing the COVID-19 
pandemic is an urgent priority for the entire biomedical research community. While the response has been broad and 
immediate, with many individuals and organizations already dedicated to applying their capabilities to respond, the field 
needs to find a way to focus and prioritize these many efforts, as there is of course a critical need for effective 
treatments and vaccines. 


NIH has been working at the forefront of addressing the crisis, including rapidly launching its own clinical trials of 
therapeutics and of course working with other government agencies and individual companies on accelerated testing of 
vaccines and therapeutics. In order to broaden the response on April 17 we announced ACTIV, anew public-private 
partnership with FDA, BARDA, industry, and academic scientists to further accelerate progress against COVID and the 
threat of future pandemics. We have since added representatives from the Veterans Administration and, in recognition 
of the valuable work and capabilities of the DoD in these and other fields of medical research, approached BG Talley 
earlier this week to see if there would be interest in adding representatives from the Department to our partnership. 


As described in the attached meeting notes (from our kick-off on April 3) we have now set up Working Groups to decide 
efforts in four key areas—accelerating preclinical therapeutic development, optimizing clinical therapeutic 
development, coordinating clinical trials capacity, and supporting effective vaccine development. At the suggestion of 
BG Talley, | would like to invite you to join as a member on the Vaccines Working Group which is being co-chaired by 
Doug Lowy, NCI and Kathrin Jansen, Pfizer. While this group has been meeting for several weeks, there are many 
decisions still be made and many areas of discussion that can benefit from your insights and expertise. 


fill you in on the mission and progress of the Working Group and get you integrated into meeting logistics. | look forward 
to your contributions to this critical effort. 


Best, 


APAR0000006247-2444207 


Francis Collins 


APAR0000006247-2444207 


Sent: 5/1/2020 5:48:38 PM 

To: AES | Se 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 

Subject: ACTIV partnership on COVID-19 


Attachments: FNIH Covid 19 meeting April 03 2020 notes.docx 


Dear Colonel Michael, 


lam writing to you at the suggestion of Brigadier General Michael Talley. As you know well, addressing the COVID-19 
pandemic is an urgent priority for the entire biomedical research community. While the response has been broad and 
immediate, with many individuals and organizations already dedicated to applying their capabilities to respond, the field 
needs to find a way to focus and prioritize these many efforts, as there is a critical need for effective treatments and 
vaccines. 


NIH has been working at the forefront of addressing the crisis, including rapidly launching its own clinical trials of 
therapeutics and of course working with other government agencies and individual companies on accelerated testing of 
vaccines and therapeutics. In order to broaden the response on April 17 we announced ACTIV, a new public-private 
partnership with FDA, BARDA, industry, and academic scientists to further accelerate progress against COVID and the 
threat of future pandemics. We have since added representatives from the Veterans Administration and, in recognition 
of the valuable work and capabilities of the DoD in these and other fields of medical research, approached BG Talley 
earlier this week to see if there would be interest in adding representatives from the Department to our partnership. 


As described in the attached meeting notes (from our kick-off on April 3) we have now set up Working Groups to decide 
efforts in four key areas—accelerating preclinical therapeutic development, optimizing clinical therapeutic 
development, coordinating clinical trials capacity, and supporting effective vaccine development. At the suggestion of 
BG Talley, | would like to invite you to join as a member on the Vaccines Working Group which is being co-chaired by 
Doug Lowy, NCI and Kathrin Jansen, Pfizer. While this group has been meeting for several weeks, there are many 
decisions still to be made and many areas of discussion that can benefit from your insights and expertise. 


fill you in on the mission and progress of the Working Group and get you integrated into meeting logistics. | look forward 
to your contributions to this critical effort. 


Best, 
Francis Collins 


COLL0000009786-2443033 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/1/2020 5:56:21 PM 
To: ee es 
cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Subject: ACTIV partnership on COVID-19 

Attachments: FNIH Covid 19 meeting April 03 2020 notes.docx 


Dear Colonel Michael, 


lam writing to you at the suggestion of Brigadier General Michael Talley. As you know well, addressing the COVID-19 
pandemic is an urgent priority for the entire biomedical research community. While the response has been broad and 
immediate, with many individuals and organizations already dedicated to applying their capabilities to respond, the field 
needs to find a way to focus and prioritize these many efforts, as there is a critical need for effective treatments and 
vaccines. 


NIH has been working at the forefront of addressing the crisis, including rapidly launching its own clinical trials of 
therapeutics and of course working with other government agencies and individual companies on accelerated testing of 
vaccines and therapeutics. In order to broaden the response on April 17 we announced ACTIV, anew public-private 
partnership with FDA, BARDA, industry, and academic scientists to further accelerate progress against COVID and the 
threat of future pandemics. We have since added representatives from the Veterans Administration and, in recognition 
of the valuable work and capabilities of the DoD in these and other fields of medical research, approached BG Talley 
earlier this week to see if there would be interest in adding representatives from the Department to our partnership. 


As described in the attached meeting notes (from our kick-off on April 3) we have now set up Working Groups to decide 
efforts in four key areas—accelerating preclinical therapeutic development, optimizing clinical therapeutic 
development, coordinating clinical trials capacity, and supporting effective vaccine development. At the suggestion of 
BG Talley, | would like to invite you to join as a member on the Vaccines Working Group which is being co-chaired by 
Doug Lowy, NCI and Kathrin Jansen, Pfizer. While this group has been meeting for several weeks, there are many 
decisions still to be made and many areas of discussion that can benefit from your insights and expertise. 


fill you in on the mission and progress of the Working Group and get you integrated into meeting logistics. | look forward 
to your contributions to this critical effort. 


Best, 
Francis Collins 


APARO000006245 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/1/2020 6:13:17 PM 

Subject: *ACTIV Vaccine Discussion 
Location: Zoom link in the calendar entry 
Start: 5/2/2020 8:00:00 PM 

End: 5/2/2020 9:00:00 PM 


Show Time As: Busy 


Recurrence: (none) 


Meeting to discuss ACTIV vaccines program 


Join Zoom Meeting 


US (Germantown) 
iUS (New York) 


Dial by your location _ 


US (Germantown) 
‘US (New York) 


! iUS (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


US (Houston) 
{US (San Jose) 


Hi Patty, 


Thanks so much. | believe we now have agreement from everyone on 4pm tomorrow, with the completely 
understandable caveat about Tony’s schedule. | will send an invite soon. 


Thanks, 
Mike 


COLL000001 1089-2443142 


Michael Santes, PRib 
Associate Vice President, Science | Foundation for the National institutes of Health 


From: Conrad, Patricia (NIH/NIAID) [E]! b6 
Sent: Friday, as 1, 2020 sae PM 


ee Tolman, Brett < 
Cheryl (FNIH) [T]) be 


Awwad, David (NIH/NIAID) [C]i 
Subject: RE: Call with Vaccines WG co-chairs 


Hi Mike- 


4 pm tomorrow should be fine. Please know that Dr. Fauci’s calendar is always subject to 
change given he is often called to the White House. Will do our best to keep this on. 


Please include both Kim and David — both cc’d here — with any calendar makers/adjustments. 


Many thanks, 
-patty 


Co Tolman, Brett <btolman@deloitte.com>; Wood, Gretchen (NIH/OD) [E]} b6 + Melencio, 


Cheryl (FNIH) [T] b6 j 
Subject: RE: Call with Vaccines WG co- -chairs 


Thanks, Gretchen! 
Hi Patty and Kim, 


Francis is trying to set up a meeting this weekend with Tony, Cliff Lane, John Mascola, Peter Marks, Kathrin 
Jansen, Doug Lowy, David Wholley, and me. The note below says that tomorrow is better for Tony than 
Sunday. Based on what | know so far, tomorrow 4pm or later seems to be the overlap in availability (pending 
hearing from John and Peter Marks). Would 4pm or later work for Tony? 


Thanks, 
Mike 


Michael Santes, PhD 

Associate Vice President, Science | Foundation for the National Institutes of Health 
From: Wood, Gretchen (NIH/OD) [E]i ee: ee 

Sent: Friday, May 1, 2020 12:30 PM 

To: Santos, Michael(FNIH)[T]é b6 | i 


COLL000001 1089-2443142 


Ce: Tolman, Brett <b telman@dsloltte. COM>} Manse; Cheryl (FNIH) [T] ¢ b6 :; Conrad, 


“Sublect: Re: Call with Vaccines WG co-chairs 

Hi Mike, 

Sure, | have cc’d Patty and Kim from Dr. Fauci’s office. They can help. 
Best wishes, 


Gretchen 


sibiees FW: Call with Vaccines WG co- aa 
Hi Gretchen, 


It looks like we’re scheduling a meeting tomorrow with Francis, Toni Fauci, Cliff Lane, John Mascola, Peter 
Marks, Kathrin Jansen, Doug Lowy, David Wholley, and me. 


Do you have advice on how best to schedule with Toni Fauci — whom should | contact? | think | have the 
information to schedule with the rest of them. 


Thanks, 
Mike 


Michacl Santos, PhD 
Associate Vice President, Science | Foundation for the Natiomal Institutes of Health 


aig ie gat minierepmcegainnnp msermiccnenssaiel 


rieire: Maria (ENIH) [ [T} 
Parker, Ashley (NIH/OD) [E]i _- 
Le: Wood, Gretchen (NIH/OD) [E 


Subject: Re: Call with acing WG co-chairs 


COLL000001 1089-2443142 


2-4 is bad for me. 


Cliff 


b6 


Hi David, 
Tony says yes to joining. Agrees we should also have Peter Marks. Also wants John Mascola and Cliff Lane. 


Saturday is better for Tony. | can make myself available anytime except 8:30 — 9:15. Can you work on that? 


FC 


COLL000001 1089-2443142 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F65F80-SANTOSMR] 

Sent: 5/1/2020 6:14:54 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabakl]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4.a2850a429d1ae3f2-jmascola]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Jansen, Kathrin 
i 1; Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEYDIBOHE23SP DLT) /en= Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Barasch, Kimberly 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Awwad, David (NIH/NIAID) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0a517 1ce4c4d4110abfe9aebfbdafbe7-dawwad]; Austin, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AVOID RE = DU Se ser blaine anette loge austinsj]; Zottoli, Jessica 

; Johnson, Maureen (NIH/NCI) [E] 


Ves ExchangeLabs/ou= ce Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=O0cb4ad1bebe64791b0415a7eb4bf71db-johnsonr]; Kozlowski, Mary 
(NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Melencio, Chery! 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV vaccines discussion 

Attachments: Vaccine call with NIH, NIAID, FDA, ACTIV Co-Chairs 050220.docx 

Location: Zoom: re oo to ge eg ee ! 
Start: 5/2/2020 8:00:00 PM 

End: 5/2/2020 9:00:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Fauci, Anthony (NIH/NIAID) [E]; Lane, Cliff (NIH/NIAID) 
Attendees: [E]; Mascola, John (NIH/VRC) [E]; Marks, Peter (FDA/CBER); Parker, Ashley (NIH/OD) [E]; Jansen, Kathrin; Lowy, 
Douglas (NIH/NCI) [E]; Wholley, David (FNIH) [T] 


APAR0000020133 


Optional Wood, Gretchen (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Conrad, Patricia (NIH/NIAID) [E]; Barasch, Kimberly 
Attendees: (NIH/NIAID) [C]; Awwad, David (NIH/NIAID) [C]; Austin, Sarah (NIH/NIAID) [E]; Zottoli, Jessica; Hopps, Markay; 
Johnson, Maureen (NIH/NCI) [E]; Kozlowski, Mary (NIH/NCI) [C]; Melencio, Cheryl (FNIH) [T] 


Meeting to discuss ACTIV vaccines program 


Join Zoom Meeting 


foo 


Meeting ID: i 


b6 US (Germantown) 
US (New York) 


tee eerie einen 


'US (New York) 
US (Chicago) 
US (San Jose) 
iUS (Tacoma) 
US (Houston) 
US (San Jose) 


Password:! b6 


Lee tmterermemems ! 
[Titer tment minim mim sm rmimemimmemenimimememem enemies, 


Find your local number: : 


APAR0000020133 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F6E5F80-SANTOSMR] 

Sent: 5/1/2020 6:14:54 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= A Oana ethos (MNKIAIGN EN bE collinet|; Tabak, Lawrence (NIH/OD) 


te sccis ieaicctietacsev secrecocaminonceieniie 


| b6 ay "Parke, A HIeAINIEOD) [E]: 
cc: Wa ote TATETOOTE|| 


Awwad, David (NIH/NIAID} [C] 
Zottoli, Jessica | i “t 


[ 


i; Johnson, Maureen 
i Melencio, 


Subject: ACTIV vaccines discussion 

ioeation:: © “oct arene re 
Start: 5/2/2020 8:00:00 PM 

End: 5/2/2020 9:00:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Fauci, Anthony (NIH/NIAID) [E]; Lane, Cliff (NIH/NIAID) 

Attendees: [E]; Mascola, John (NIH/VRC) [E]; Marks, Peter (FDA/CBER); Parker, Ashley (NIH/OD) [E]; Jansen, Kathrin; Lowy, 
Douglas (NIH/NCI) [E]; Wholley, David (FNIH) [T] 

Optional Wood, Gretchen (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Conrad, Patricia (NIH/NIAID) [E]; Barasch, Kimberly 

Attendees: (NIH/NIAID) [C]; Awwad, David (NIH/NIAID) [C]; Austin, Sarah (NIH/NIAID) [E]; Zottoli, Jessica; Hopps, Markay; 
Johnson, Maureen (NIH/NCI) [E]; Kozlowski, Mary (NIH/NCI) [C]; Melencio, Cheryl (FNIH) [T] 


Meeting to discuss ACTIV vaccines program 


Join Zoom Meeting 


Germantown) 
New York) 
Chicago) 

San Jose) 


Neer meme qnanneneneneEnnENnentesosmem stem en 


LTAB0000007332 


Password: b6 


a ee 


LTAB0000007332 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/1/2020 8:17:17 PM 

To: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm] 

Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


OK, | will let the FNIH scheduler know. Thanks 


From: Simon, Dina (NIH/OD) [C]i b6 
Sent: Friday, May 1, 2020 4:12 Pi [hod et aaron oe oem ' 
To: Parker, Ashley (NIH/OD) [E]: b6 F 


Subject: Re: Meeting Forward Notification: ACTIV vaccines discussion 
Yes, LAT will be attending. Thanks for checking. 


D 


Get Outlook for iOS 


Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


OK, thanks — he was not included on the invite FNIH sent but | think it may have been an oversight. 


siblece Re: Meeting Forward NOuAGatOn: ACTIV vaccines discussion 
Hi Ashely, 
Let me confirm his attendance and | will get back with you shortly. 


Thanks, 
Dina 


Get Outlook for iOS 


slibleke Re: Meeting Forward Notification: ACTIV vaccines discussion 
Hi Dina, 


| did not see Larry included on the invite for tomorrow’s vaccine meeting that FNIH sent out. Am | correct that he should 
be included? 


APARO000014042 


| cc’d you on the invite that | forwarded for 4pm tomorrow. 


Thanks, 
Ashley 


From: Santos, Michael (FNIH) [T]} b6 


Sent: Friday, May 1, 2020 3:00 PM 


To: Parker, Ashley (NIH/OD) [E]; 0 PO 
Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


Hi Ashley, 


My understanding of the participants (which could certainly be incomplete), in addition to you, was: 


e Francis 
e Tony 
e Cliff 


e John Mascola 
e Peter Marks 
e Kathrin Jansen 


e Doug Lowy 
e David Wholley 
e Me 


So that’s where the invite went (plus assistants). Of course happy to have anyone else that Francis/you would 
like. Looking forward to the conversation. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


Sent: Friday, May 1, 2020 2:23 PM 


To: Santos, Michael (FNIH) [T] : b6 


Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


| was trying to ask but seems this went to the entire group? No apologies needed. 


From: Santos, Michael (FNIH) [T]i be j 
Sent: Friday, May 1, 2020 2:22 PM 
To: Parker, Ashley (NIH/OD) [E]; bE 


Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 
Hi Ashley, 
Does Larry plan to join as well? Apologies that he wasn’t on the initial list. 


Thanks, 
Mike 


Michac! Santos, PhD 
Associate Vice President, Scicace | Foundation for the National Institutes of Health 


APARO000014042 


From: Microsoft Outlook <MicrosoftExchange329e71ec88ae4615bbc36ab6ce41109e @nih.mail.onmicrosoft.com> On 


Behalf Of Parker, Ashley (NIH/OD) [E] 
Sent: Friday, May 1, 2020 2:20 PM 
To: Santos, Michael (FNIH) [T] 


Subject: Meeting Forward Notification: ACTIV vaccines discussion 
When: Saturday, May 2, 2020 8:00 PM-9:00 PM (UTC+00:00) Monrovia, Reykjavik. 


Your meeting was forwarded 


Parker, Ashley (NIH/OD) [E] has forwarded your meeting request to additional recipients. 


Meeting 


ACTIV vaccines discussion 


ime 


Saturday, May 2, 2020 4:00 PM-5:00 PM. 


Tabak, Lawrence (NIH/OD) [E] 
Simon, Dina (NIH/OD) [C] 


APARO000014042 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 1 8EF4CC6952F65F80-SANTOSMR] 


Sent: 5/1/2020 8:34:09 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 725 7-wholleyd] 

Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


Great, thanks. | have added him to the invite. 


Michact Santos, PRD 
Associate Vice President, Scicace | Foundation for the National Institutes of Health 


sibied: RE: Meeting Forward NERC tin: ACTIV vaccines discussion 


Hi Ashley, 


| do not believe anyone else (including me) can see your message. | received a notice saying that you had forwarded the 
invite to Dr. Tabak, but not any text along with it. The invite on my calendar doesn’t contain any content other than 
what | sent. So | think we’re all set. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


Tbe: RE: Meeting Forward Notification: ACTIV v vaccines discussion 
Hi Mike, 


| will follow up with Dr. Tabak to see if needs to join and circle back with you. Can you go in the invite and remove my 
message — this was not intended for anyone except for you, Dr. Tabak, and his assistant. 


Thank you, 
Ashley 


APARO000006770 


Ble RE: Meeting Forward Notification: ACTIV vaccines discussion 
Hi Ashley, 


My understanding of the participants (which could certainly be incomplete), in addition to you, was: 


e Francis 
e Tony 
e Cliff 


John Mascola 
e Peter Marks 
e Kathrin Jansen 


Doug Lowy 
@ David Wholley 
e Me 


So that’s where the invite went (plus assistants). Of course happy to have anyone else that Francis/you would 
like. Looking forward to the conversation. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Parker, Ashley (NIH/OD) (E]! b6 


Sent: Friday, May 1, 2020 2: 23 PM 


To: Santos, Michael (FNIH) [T]; b6 i 


Subject: RE: Meeting Forward Notification: ACTIV vaccines discussion 


| was trying to ask but seems this went to the entire group? No apologies needed. 


SiBiEce RE: Meeting Forward Notification: ACTIV vaccines discussion 
Hi Ashley, 
Does Larry plan to join as well? Apologies that he wasn’t on the initial list. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Microsoft Outlook <MicrosoftExchange329e71ec88ae4615bbc3 Gab6ce41109e@nih.mail.onmicrosoft.com> On 
Behalf Of Parker, Ashley (NIH/OD) [E] 


APARO000006770 


Sent: Friday, May 1, 2020 2:20 PM 

To: Santos, Michael (FNIH) [T] 

Subject: Meeting Forward Notification: ACTIV vaccines discussion 

When: Saturday, May 2, 2020 8:00 PM-9:00 PM (UTC+00:00) Monrovia, Reykjavik. 


Your meeting was forwarded 


Parker, Ashley (NIH/OD) [E] has forwarded your meeting request to additional recipients. 


Meeting 


ACTIV vaccines discussion 


Tabak, Lawrence (NIH/OD) [E] 
Simon, Dina (NIH/OD) [C] 


APARO000006770 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/1/2020 9: 25: 06 PM 

To: 


Christine (NIH/NCATS) [E] [/o= Hebe Exchange Adraintsteaeive Group 
{EY DIBOHEZASPDED Ene Seeplenb ice 4b7e84cce098457896b2df19fa172c87- (pau Young, John 


{for ExchangeLabs/ou= exchanges Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

KEYDIBOHE ss eP UE /ene RLSeI pier itsy Cu =Ded Leanean et labaresesbabetecar: ehiggs]; Carlos O Garner 


cc: Elizabeth Kim felkim@deioitte, com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= pecipients/che S00 1afS2dc4a427ea3d34fle0/2fscb7- menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Wee cicnesesoe Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

1 OnE e ene etl aaa al ea canine ate alice Lucas Smalldon 


Administrative Group (EVDIBOHESSEPBLT)/cn= si olan te/enetbeninanaasednachisfdasbeniai940- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam]; Stratton, Benjamin 
[bstratton@DELOITTE.com] 

Subject: Follow-up from ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #6 

Attachments: ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-v3.xlsx; 2020-04-30- 
_TX_Clinical_ WG_Agent_Prioritization_Sub-WG_Summary.pdf; ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 
6_Key Takeaways_05012020v2.docx 


Dear TX-Clinical Agent Prioritization Subgroup, 


Thank you all for a great call! Mike, thanks especially for sharing what Gates is doing. 


As discussed on the call, please find attached the new Wave 1 Score Sheet with the additional scoring category for 
insufficient data. 


Also, please find attached the formal summary of the call yesterday and the high level notes and action items from 
today’s call. Please let me know if you have any additions or amendments. 


Happy scoring and see you all on Sunday! 


Thanks, 
Stacey 


APARO000005532 


Stacey J. Adam, PhD 
Director, Cancer 


Research Parinerships 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 5/1/2020 11:33:48 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Fwd: Update on other COVID "master protocol" efforts 

Flag: Follow up 


Francis Did you bring this up with Gary? 
Larry 


Sent from my iPhone 


Begin forwarded message: 


From: "Wholley, David (FNIH) [T]"! b6 

Date: May1,2020at7:12:15PMEDT © 

To: "Collins, Francis (NIH/OD) [E]"i b 6 

Ce: "Tabak, Lawrence (NIH/OD) [e]""sC«iS areas : } 


Subject: Update on other COVID "master protocol” efforts 


Hi Francis, 


| sat in on several of the Working Group calls today and had my daily update with my team and one with 
Deloitte. | learned: 


e The VAis working on a master protocol for COVID; Margaret Anderson thinks Mike Milken is 
behind this. Karen Tountas has arranged for our VA rep on the Clinical Trial Capacity Group, 
Victoria Davey, to set up a call with the VA MP folks and the ACTIV MP design Sub Group Stacey 
Adam is leading. 

e From a presentation that Mike Poole of Gates Foundation gave us, their Tx Accelerator is 
arranging reasonably robust testing of many of the compounds we are looking to prioritize for 
ACTIV, including to our surprise mAbs. We still see daylight, but differentiation will be that 
much more challenging. 

e NHLBI is actively designing an MP in their PETAL network for anticoagulants. Thanks to Cliff 
Lane, we are trying to get Amy Patterson to speak to Sarah Read and Stacey so we have some 
chance to decently align approaches. 

e NINDS is both collaborating with NHLBI and running their own protocol using their SIREN 
network. 


We cannot control what Milken and Gates do, but it is distressing to see efforts announced within NIH 
that more or less completely overlap and potentially compete for the same kinds of protocols and 
patients that ACTIV is attempting to address. It makes the partnership overall look disorganized. In fact 
one of our WG co-chairs used the chat feature on Zoom to comment on the side to one of my folks 
during a description of one of the other side NIH institute efforts that “this is like a circus—how do these 
people not talk to each other?” 


This is not good. While you have my commitment that we will always do what we can to make sure we 
communicate to others in NIH the ACTIV plans, we are going to lose control of the public narrative 
overall if this continues. | think there is still time to address this; | would suggest a way be found to 
bring these other efforts together under the ACTIV banner and brand as soon as possible. 


COLL0000022539 


Regards, 
David 


David Wholley 
Sentor Vice-President, Research Partnerships 
Foundation for the National lastitutes of Health 


fe 2049, the PNG carned the highest rating from Charity Navigator far the fifth consecutive peur and 
wes recognized as un organization that exceeds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/2/2020 1:44:28 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= se en c495c3ee25ca461ba6a829b124062448- DECLAROR.fd]; Draghia-Akli, 

4 i; Gottesdiener, Keith 

‘}; Judy Currier 


[/o=ExchangeLabs/ou= echance Administrative Group 
IEYDIBOHRZ2SPDEN/en= rauai es ee ee uy, Elizabeth 


‘Adrninistrative Group EYDISCHIEDSSPDETI/cR- Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4. proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= =f6b8f588067140fe988f0832c2387725- -Sylva.Colli]; Amanda Peppercorn 


i b6 i. Garner, Carl ne «3 Per tvy es i Higgs, Elizabeth (NIH/NIAID) [E] 


fe ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYOIBOHF23SPDLT)/cn= Relient one sehr cession ea ca eolvisl: Desrosiers, Betsy 


[/o=ExchangeLabs/ou=Exchange Adininistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

{EYDIBOHE23SPDLT)/cn= Recipients/cn= S4fa75fe6e304e34ba567c66b832baa0- drl.helix.n]; Young, John 


(EYDIBOHF23SPDLT)/cn= Ra cipenes/eni decir teel iemayeoveacdcditics: gine: Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


APARO000005536-2441610 


Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Stratton, Benjamin [bstratton@DELOITTE.com]; Qashu, 
Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 

Subject: Follow-up Materials from ACTIV Therapeutics-Clinical Working Group - Meeting #4 

Attachments: ACTIV Therapeutics-Clinical WG 30Apr2020 Meeting Guide.pdf; 2020-04-30_TX-Clinical_WG_Meeting_Summary- 
v2.pdf; ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-v3.xlsx 


Dear TX-Clinical WG Members, 


| know that I say it a lot, but truly, thank you for all that you have done this week. Despite the need to improve 
processes and the tight timelines, you all have done so much work over the last three weeks! THANK YOU! 


In follow-up to yesterday’s meeting, please find attached the following materials: 

1. The formal meeting summary 

2. The slides that were presented (Some members wished to have them again) 

3. The Agent Prioritization Scoring Sheet that has both the Triage Record and the Final Compounds that are being 
scored by the Agent Prioritization Committee. Please keep in mind that the ~170 agents that under went triage, 
we already whittled down from a list of ~400 compounds that we pulled from public data bases. We will 
continuously update our list from new sources and refine the information for each wave of prioritization. We 
will begin with the 400+ each time unless an agent is decided to be unsafe or unsuitable for COVID-19. 


As always, please let me know if you have any questions or amendments to the record. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
b6 | 


fiih ore 
114001 


Donate to the FN '’s Pandemic Response Fund to combat COVID-19: fnibh ore/pandemic 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/2/2020 2:46:03 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak]] 
Subject: RE: Update on other COVID "master protocol" efforts 


Yes: although Walter has been participating directly in some of our WG calls of late | do think a conversation with him 
would be important. 


Sib RE: Update on other covib "master protocol" forts 


This is indeed a cause for serious concern. See my note about a conversation | had with Gary Gibbons 
yesterday, and the need to bring NHLBI back into the tent. 


Do | need to have the same conversation with Walter Koroshetz? 


FC 


siblect Update on other COVID i protocol" efforts 


Hi Francis, 


| sat in on several of the Working Group calls today and had my daily update with my team and one with Deloitte. | 
learned: 


e The VAis working on a master protocol for COVID; Margaret Anderson thinks Mike Milken is behind this. Karen 
Tountas has arranged for our VA rep on the Clinical Trial Capacity Group, Victoria Davey, to set up a call with the 
VA MP folks and the ACTIV MP design Sub Group Stacey Adam is leading. 

e Froma presentation that Mike Poole of Gates Foundation gave us, their Tx Accelerator is arranging reasonably 
robust testing of many of the compounds we are looking to prioritize for ACTIV, including to our surprise 
mAbs. We still see daylight, but differentiation will be that much more challenging. 

e NHLBI is actively designing an MP in their PETAL network for anticoagulants. Thanks to Cliff Lane, we are trying 
to get Amy Patterson to speak to Sarah Read and Stacey so we have some chance to decently align approaches. 

e NINDS is both collaborating with NHLBI and running their own protocol using their SIREN network. 


We cannot control what Milken and Gates do, but it is distressing to see efforts announced within NIH that more or less 
completely overlap and potentially compete for the same kinds of protocols and patients that ACTIV is attempting to 
address. It makes the partnership overall look disorganized. In fact one of our WG co-chairs used the chat feature on 
Zoom to comment on the side to one of my folks during a description of one of the other side NIH institute efforts that 
“this is like a circus—how do these people not talk to each other?” 


COLL0000009164-2441034 


This is not good. While you have my commitment that we will always do what we can to make sure we communicate to 
others in NIH the ACTIV plans, we are going to lose control of the public narrative overall if this continues. | think there 
is still time to address this; | would suggest a way be found to bring these other efforts together under the ACTIV banner 
and brand as soon as possible. 


Regards, 
David 


David Whalley 

Senior Vice-President, Research Partnerships 
Foundation lor the National Institutes of Health 

foih.ove 

11400 Rockville Pike Suite 600 North Bethesda, MD 20882 


dn 2019, the PNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that excceds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/2/2020 7:33:20 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reclbiehiis/cie cA7scsee eocesotbebes ep atveete: DECLAROR. fd]; Mark Eisner 


ue Brbschari, Michael 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Bhanu Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 
ee ee ea eg b | 5 Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOHE23SPDLT)/enzRecipients/cn= a583eced842c44b18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOH 22s UL ets Recipients/cn= 036113c7be0f42f897d1294cfbb99c10-goffdc]; Vincent, Michael 
; ; Wung, Peter /USi 


} Demarcus | b6 a Macone, Erini b6 i 


cc: 


piesa ate ncapleniiene A0cOAfef6t1e46fSb750753cdSa14193- tountaskh]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= dos ello 306b2244466140faa9SaaaafeO6ebd70-parkeras]; Butcher, Tina 

"i. Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EXDIBOHED3SPDLT)/ene Hecinientstene cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: Follow-up to ACTIV TX-Clinical Master Protocol Subgroup Meeting #11 

Attachments: ACTIV_Therapeutics-Clinical_MP Sub-Group Meeting 11_Key Takeaways_05012020.pdf; REMAP-COVID Simulation 
Document - 28 April 2020 DRAFT[1].pdf; REMAP-CAP design and rationale (in press) (1).pdf; REMAP-COVID core 
protocol V.2.0.pdf; ms_4-30.pdf 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the follow-up materials from yesterday’s meeting. 
1. The summary of key takeaways and action items from the discussion. Please let us know if we have missed any 
thing critical. 
2. The documents for REMAP-COVID for review for our conversation with that team next Friday. 
a. REMAP-COVID core protocol 
b. REMAP-CAP rationale 
c. REMAP-COVID simulations 


APARO000005525-244 1392 


3. Meta-analysis manuscript for the combination of data from remdesivir trials that Lisa discussed from the PI at 
UNC. This was discussed in the context of potentially considering a partially synthetic control arm for our trial if 
we are having challenges with getting remdesivir for SoC. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Phrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


Donate to the PNIN’s Pandernic Response Fund to combat COVID-19: fnib ore/pandemic 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/2/2020 7:38:15 PM 

To: i 


Christine (NIH/NCATS) [E] Re ey eit Administrative sists 
ee eee) hc ead dole 4b7e84cce098457896b2df19fa172c87- soles Young, John 


Vox Eycnangeletojoue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

be ee Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Carlos O Garner 


cc: ‘Fiissbeth Kim (elkim@delcitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carlai b6 ; 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou=Exchange Administrative Group eS 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eee: Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


b6 i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 


annmeraeve Group (EVDIBOHE3SPBLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢b3a834f-wardjam] 

Subject: Follow-up to ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #6 

Attachments: 2020-05-01-_TX_Clinical_WG_Agent_Prioritization_Sub-WG_Summary_RLA.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


| hope you are all doing well today! | know for some of you the pull of the great weather is likely strong to go outside! | 
hope that you are able to do so despite our scoring task! 


Just a quick reminder; please have your score sheets to me by 12pm US ET tomorrow (Sunday, May 3). 


In addition, please find attached the summary of yesterday’s meeting. Let me know if you have any additions or 
amendments that you think are critical. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National institutes of Health 


APARO000005523 


fnih.erg 
Rockville Pike, Suite 600, North Bethesda, MB 20852 


Ss 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: inif.org/pandemic 
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cc: 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
IPYDIBOFE 235PDED)/CN=RECIDENTS/ CNOGDSFEPSrLEsS Fob 120/25 C Roa Ato s-TOUNTASHHI 


Bascles, tionel b6 i; Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 


teeter terete rmrmsmememememememememems: 4 


AEDIRO DE Se PENE Recipients/cn= 2141b9e28cla421fo3cle4f7/Sdd4c457- “myron_ cohen]; Corey, Larry 


‘Group (EYDIBOHF23SPDLT)/enz ee 12591c90404e46caba73079cf4a5e2ea- neere Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= 305 alas aalae aid0fb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 


i b6 '. Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVOIBOHFT3SBDLT) cn cRecipients/cn=036 113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 7 8b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Reeipienis/en= 366447a553f44696b2c79484d90e4 1e5- sank Resnansky, Laura 


H b6 * Stein, Peter PAPDAICOER) [/o=ExchangeLabs/ou= phase Adminlstrative Greup 
{FYDIBOHFZISPOLTY/eHeRaEETIs/en= b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Vincent, Mike 


ea ere Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= lea ett ctrl ei lracks 


Criffield, Robini b6 | Hamilton, Nancy b6 1; Melencio, Cheryl 


(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Raministrative Group 
(FYDIBOHF23SPDLT)/cn= salad sail ditan opdpre esto AUS Minnich, Beth 


[/o=ExchangeLabs/ou= cae Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Hill, Zoe (NIH/NHLBI) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6ele0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Carluccio, Dana 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415 bb86087d08b628e6f-melencioc]; Gonzalez, Nina 
[/o= ExchangeLabs/ou= Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny! enti enti il b6  ___iJames, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li 
Rose! ———~—~—~—é—<iCSS~S~S™~™~C____ J; Mienettski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 
ee :. eee _& Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Rae mention: cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

UA ial eal A a iene ce a ccolvis]; Hughes, Eric 


pisesicin desc itec fete eeecnnscinsn eee sseenseley * Lowy; Douglas (NCI 


ie: ExchangeLabs/ou= pchenee Adininisteative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ee Reelpients/ehi=2/bEROOsS Oat SoaeHeobace2 26029" readsa]; Young, John 


Subject: aaa CT Capacity WG meetin #5 
Attachments: Clinical_Trial_Capacity_Working_ Group Meeting #5_Summary_FINAL.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary of meeting #5 (May 1, 2020) of the full working group. The next full working group meeting is 
scheduled for Tuesday, May 5 at 9 am eastern time USA. 


Best regards, 
Karen 


Raren H. Tountas, PhD 
Setentific Program Manager 
Foundation for the National Institutes of Health 


: Hite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


APARO000006536 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 
Sent: 5/3/2020 2:15:38 PM 


To: b6 i 
ea | San Ee AER Ct 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 


Pt ett BG } Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group (EVDIBOHE23SPDLT)/en= Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


EE POnT oO: Recipients/cn= Banaces2saedsodasdabacdoch/6ié5- DEMINGD. fda]; 


ox ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

UAL LESS aa ee eed Oe rags 


paieieteteete ake atelatetecata etale miretocary 


(EYDIBOHE23SPDLT)/ene ede 366447a553144696b2c79484d90e4 165. egachuinl 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
bh dass ed ad AU ae Ab 7eB4cce098457896bedfiofa 172¢87- ey Desrosiers, Betsy 


(EVDIBOHE23SPDLT)/ene Reciplantsfcn= de4e85061e3943b9b8ad31426727861F- Ruri) Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@deloitte. corn: Tolman, Brett [btolman@deloitte.com]; Wachtel, 


* wi 
Aaminarauve Group (EYDIBOHF23SPDLT)/cn= Recipients/cn= 3e9041ab27204d83b06752/67244b0d1- -lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Burrus-Shaw, Cyndi 
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(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 


i b6 i: Dave Frankowski’. b4,b5 4; Florence, Clint (NIH/NIAID) [E] 


[/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Lowy, Douglas 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd] 

Subject: April 30 Preclinical meeting minutes 

Attachments: Antiviral expert names MD PF.docx; 2020-04-30 Preclinical WG_Summary d3.docx 


Dear Preclinical working group participants, 


Please find the minutes from the meeting on April 30°. For ease of review, | have pasted the action items below. In 
addition, Mike Diamond and Prabha Fernandes have collected potential members of an expert panel for preclinical asset 
prioritization. The bios for this group have been attached for your review. 


Action Items: 

e Revise the slides for presentation at the Leadership Meeting. Joe and Rosa to revise, John and Christine 
to review. 

e Prepare slides to describe the proposed NHP strategy for discussion with the NPRC directors on 
Tuesday, May 5", 

e Small animal team to complete the Table of small animal models and their preferred use for 
prioritization and presentation to this team next week. 

e Send list of Bios for the In Vitro expert panel for review to the full working group, before sending 
meeting requests from FNIH and Co-chairs. [document included with these minutes, thank you Michael 
and Prabha for putting this together]. 

Thank you all for a very interesting and productive meeting. Please provide any comments and suggested modifications 
to Joe and Rosa. 


Sincerely, 
Joe and Rosa 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/3/2020 6:30:35 PM on, 

To: EricHughes; (DS ' Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia- Ali DSsS~<“CS~sCS Mellors, John W [/o= ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel : b6 i Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
BESS ela cca ocr scaie ran cra ea 172c87- soca Young, John 


(eYDIBOHE23SeDLT ene Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 labal6353b96cff8ca9- ehiggs]; Carlos O Garner 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOH23SPDLT)/cn=Recipients/cn=500 1afS2de4a427ea3d34f1e072f8cb7-menetskijp]; Salathin, Carla 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= Sie ener Exchange Administrative Group 


Againiaratve Group (FYDIBOHF23SPDLT)/cn= saciplents/entbes (bouaadeadach(Srd0dbctda2930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 


Attachments: | b4,b5 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 

For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 

information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 
Direct b6 =} Mobile: b6 


APARO000005520 


Join Zoom Meeting 


b6 
Meeting ID: b6 
Password: b6 | 
one tep monic cee ad Pe 
b6 ‘US (Chicago) 


‘US (Chicago) 
‘US (New York) 


'US (Germantown) 
‘US (Houston) 
‘US (San Jose) 


i (San Jose) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/3/2020 6:30:39 PM 

To: Eric Hughes inna b6 ~~ |; Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Aklii == be | + Mellors, John W [/o= ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDiT)/cnzRecipients/cn=user257cb364]; Naimish Patel’ bs i; Colvis 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(DIONE ZS SERED Recipients/er= 4b7e84cce098457896b2df19fa172c87- doles Young, John 


“ * Wung, Peter /USi 
Vor ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
RA seat hosel ec plcnts/ca 060 Ledos ab 2e4iabal oooh seciiacay: ehiggs]; Carlos O Garner 


cc: “eiigabeth Kim (eikim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
prone | NDiBOUEe Een Recipients/cn= S00 1afS2dc4a427easd34fle072fscb7- menetskijp]; Salathin, Carla 


ee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

SEDIEC HES PEs acl cl letra Ma Lucas Smalldon 


“Rdrainisteauve Group (:-VDIBOHED3SPDLT)/cn= maciplents/enetbes ibobeadeAdach(Sfd0abctda2930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 


Subject: ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 

Attachments: ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1-Tally.xlsx oo, ; 
Location: b6 
Start: 5/3/2020 7:00:00 PM 

End: 5/3/2020 8:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Salathin, Carla;i b6 ‘Parker, Ashley 
Attendees: (NIH/OD) [E]; Wholley, David (FNIH) [T]; ; Melencio, Cheryl (ENIH) [1]; Lucas Smalidon: Walker, Paula (NIH/NINDS) [E]; 
Ward, Jackie (NIH/OD) (El; b6 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 


APARO000005518-2441664 


For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 
information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Join Zoom Meeting 


‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
i ‘US (Houston) 
i ‘US (San Jose) 


i iUS (San Jose) 
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From: Koroshetz, Walter (NIH/NINDS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E8338DD7CDCD432E986961F1548C5EC6-KOROSHETZW] 

Sent: 5/3/2020 7:42:16 PM 

To: Adam, Stacey (FNIH) [T] lee ee Exchange Administrative ae 


(NIH/NCATS) [E] [/o= eanececae Exchange Administrative Group 
(EYOIBOHF23SPOLT)/en= ee 172c87- les Young, John 


ee exenanaelabe/oue Exchange Administrative Group 
AGTDIB HESS oe UUTI/ENS Recipients/ch-O60 LeaSSa82841labal6353b96ctiaca9- ehiggs]; Carlos O Garner 


cc: ‘Elizabeth Kim [elkim@deloitte. com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
role Tye OU Essen Et ene Recipients/cn= SOO Talat Saad ar eyed menetskijp]; Salathin, Carla 


‘ies ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

EVO IBORE2ooe DEV ICOS iil era ane ea echt et rad aN da Lucas Smalldon 


ht ce Shas heaec sin emsmsensmiens smarts san rervasnarnemsbinsaememessmsmseememsmicmsasecmrd 


Samineative Group (EVBISOHESSSBBLT /en= ecoientslenerbee ibaeeadedaaceis tdadbenis2940- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411¢cb3a834f-wardjam] 

Subject: RE: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 

Attachments: Cytochrome_P450_3A4_and_3A5_Known_Drug_Interaction_Chart.pdf 


Fyi- drugs affected by CYP3A4 
Ww 


Ruxandra Draghia- 


b6 
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SUBIeCe: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 

For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 

information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Stacey J. Adam, PAD 
Director, Cancer 
Research Partnerships 


Direct: £ b6 il Mobile:| b6 


ene seo teers rs rhea Sovees tenves oeaverses emaeee cine 


b6 ‘US (Chicago) 
‘US (New York) 


f 
: 
i 
i 
i 
i 


‘US (Chicago) 

‘US (New York) 
'US (Germantown) 
‘US (Houston) 

US (San Jose) 

US (San Jose) 

| US (Tacoma) 


Find your og number: i b6 


acerca rmemsmsmemimsmetemsmseimememeesreermemimrermrasmememsmresmsmesemel 
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From: Mellors, John Wi 
Sent: 5/3/2020 8:04:56 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

| ate icceadl aed iedlek iado os alae dcd875f0679648859e1cf101c0943414- rae Eric Hughes — 


(YDIBOHE2aSPDLTi/ene Recipients/cn=e8338dd7cdcd432e986961f1548cS5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ERD IBOHE 2S SEO LT EneR Co plents/cnaded cave ab 2ealabe 16353b96cff8ca9-ehiggs]; Carlos O Garner 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
acy (FYDIBOHF23SPDLT)/cn=Recipients/cn= ibaa cotecte cial cea atl menetsKiibl Salathin, Carla 
man ae Marie: Serres reece ag Oe enn ee cea renee ae 
‘Barker, Ashley (NIH/OD) [E] Hoe ExchangeLabs/ou=Exchange Administrative ‘Greip 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DIB EE 2 OLD ene Bee Bene Cae? 1 e ita Aes pebede dbepezseor-melenelocl: Lucas Smalldon 


a  Srreteren eet rome teeter tie, 


‘canuictentive Group (EVDIBOHESSSBDLT) /cn= sucolents/enatbes {boadadadbachiSrd0dbctlaI930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: RE: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 

Attachments: EMA summary-compassionate-use-remdesivir-gilead_en.pdf 


ates Liseect iere cocieim 


“; Carlos oO Garner ince 


encase sisiastiond eetdush mebesdinionteaieeedtamate + 


! Wholiey David 


subject Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 
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Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 

For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 

information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 
Research Part 


 b6 


‘US (Chicago) 
‘US (New York) 


Dial by your location. 


iUS (Chicago) 
‘US (New York) 


/US (Germantown) 
iUS (Houston) 
: ‘US (San Jose) 


‘US (San Jose) 


1. 
Password: 


Find your local number: 


APARO000005514 


From: Buchman, Tim (OS/ASPR/BARDA) (CTR) [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=00F8A853D8D740F8A8CDD55CBF8EB9DA-TIM.BUCHMAN] 

Sent: 5/3/2020 8:05:36 PM 

To: Koroshetz, Walter (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou= eieicg Administrative Group 


(NIH/NCATS) [E] [/o= aan clabe/oae Exchange Administrative Gisup 
ee a aa 172c87- Bites Young, John 


be  Wung, Peter jus b6 i 


‘Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_{FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 1abal6353b96cff8ca9- ehiggs]; Carlos O Garner 


cc: “eizabatn Kai [erein@aereitte. pie Menetski, ee (FNIH) [T] [/o= sayin al Exchange Administrative 


We ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
poe ee eee b6 © ~t Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
URCTHIIStPatiVe GTOUS TEYDISORFZ3SPULT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411¢cb3a834f-wardjam] 

Subject: The IV form of EIDD -2801 (N4-hydroxycytidine } 


Please start here: 

https://news.emory.edu/stories/2020/02/coronavirus_ eidd/index.htm 
https://aac.asm.org/content/62/8/e00766-18 

The underlying nucleoside is N4-hydroxycytidine (“NHC”) which has active concentrations in the nanomolar to Jow- 


micromolar range and selectivity indices {Sis} (SI = CC50 [50% cytotoxic concentration]/EC50 [50% effective 
concentration]} of 289 against a broad panel of nasty RNA respiratory viruses. 


APARO000005512-2442742 


N-Hydroxycytidi ne FIDD-2801 
(EIDD-1931) 


Timothy G. Buchman, PhD, MD 

Senior Advisor 

IPA to the DRIVe (Division of Research, innovation and Ventures} 
Biomedical Advanced Research and Development Authority (BARDA} 
Office of Assistant Secretary for Preparedness and Response {ASPR} 
U.S. Department of Health and Human Services (HHS) 

Thomas P. O'Neill, Jr. Federal Building (FOB8) 

200 C St SW 

Washington, DC 20024 


“Note: This email is intended to provide information and is not to be taken as a directive. If the recipient(s) 
believe(s) the information provided herein may be construed as a directive, the recipient(s) should disregard 
that portion of the email.” 


From: Koroshetz, Walter (NIH/NINDS) [E]! 
Pen Sunday, May 3, 2020 aoa PM 


Subject RE: Material for ACTIV acne Prioritization Wve 1 Final Discussion Meeting 


Fyi- drugs affected by CYP3A4 


APARO000005512-2442742 


From: Adam, Stacey (FNIH) [T]: b6 


Sent: Sunday, May 3, 2020 2: 31 PM 


To: Eri 


c Hughes: 


Subject: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 


fF Colvis, 


ie 'Stein, Peter. 


Buchman, Tim 


poeta cee APT APY APT ETAT AP APY APY APY AP YAY A APTA APTA tee 


(FDA/CDER)i be 

(OS/ASPR/BARDA) (CTR): 

Gottecdiener| edd A ch; A OER... OTS | 

proceenenanang nme a 

“ NITTANATDY TET? Gua ea. Carlos O Garner; 

Ce: Elizabeth cin cela edeloite come: Menetski, Joseph (ENIH) [T] i 
eee ea a aa 
(eee P6____} Wholley, David (FNIH) [7 
bb « Lucas Smalidon ‘By 

Cea b ee. Ward, Jackie ‘(NIH/NINDS) [E]i 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 
For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 

information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Stacey 
Dyrec 


J, Adam, PRD 
stor, Cancer 


Ree: seare by Partnerships 


Diree 


pits ciememimememeneniemsmsmvesmomnn 


th b6 “4 Mobile:! b6 


(Chicago) 
(New York) 
(Germantown) 
(Houston) 
(San Jose) 


( San Jose) 


'US (Chicago) 
‘US (New York) 


manna vince ndenis Gentenseisannem esicmcn occa Sais ms cemvin sess coos nucmema enbesnGinisenwien rnoanstsisasiusvenioesSinesnssmisesomsmicouivatierconemeasvenemieniemvensucmsmseiomsmrasmiainmsaimicsmeny 
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Password:! b6 


TeSaw a pcceccrenege 


ae ne | 
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From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 

Sent: 5/4/2020 12:44:44 AM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

CC: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV 
activities? 


Agree on phase 3 timeline 
That said -| bS not sure we can change their mind. Unlike orphan or low 
profit infectious diseases;: much more to get 


there. 


Regarding response — You could ask as him to stay in touch with the NIH ACTIV PPP and to stay in close touch with you 
and Tony of Pfizer’s progress, including which mRNA format that chose to move into advanced development — and their 
plans and timeline for phase 3. You will not want to be surprised by something they do. 


Here is more detail: 


This highlights the problem of not creating any disincentive to vaccine developers. The slowest are happy to wait for a 
master protocol, run by NIH and compare products — as they have nothing to lose. Pfizer, Moderna and JJ — if they are 
earliest to phase 3, have much less incentive. 


How do we deal with this 
- We need to be fast, large, adaptive — so we have a better phase 3 than anyone else. 
- We let each company hold its own IND for phase 3 — which means they are in charge of their data, enabling 
more rapid BLA filing, or EUA by FDA. The data can still be in central database shared with NIH for sure. 
- Weare flexible on placebo groups and how we share placebo group. One possibility is independent but 
harmonized phase 3 studies, with shared rolling placebo group. So each company is assured it has a phase 3 
study that enables them to get to BLA, and NIH still gets to compare multiple vaccines 


Regarding several vaccine formats: he means that BioNTech — the mRNA company that makes the vaccine and has 
partnered with Pfizer — is testing several mRNA formats, including nucleoside silencing of mRNA (like Moderna) and self- 
replicating mRNA — using alphavirus replication mechanism to “replicate” many + strand mRNA molecules — allowing 
more protein to be produced. VRC has tested both formats in NHP, and both work well. So Pfizer will do several phase 
1 studies and pick the best one. Moderna has > 10 phase 1 studies — all robustly immunogenic — so we know their format 
work. BioNTech is a very good mRNA company — so | would be surprised if one of their formats does not work well — but 
likley, Pfizer will not share the phase 1 until they are ready. 


Apologies for long email — may be useful to loop Peter Marks into some of these issues — | think we CAN tackle them as 
we go — but we absolute need to get initial phase 3 started in July. 


APARO000001756 


John 


metivities? 


| think we could work with everyone to get a protocol written and ready to implement by the end of June with the right 
focus. 


Cliff 


On May 3, 2020, at 8:03 PM, Collins, Francis (NIH/OD) (El) b6 iwrote: 


Hi John, Cliff, and Tony, 

See note below, where Mikael Dolsten indicates Pfizer is planning to initiate Phase II/III of their 
vaccine before July. He intends to discuss our master protocol possibility with Kathrin Jensen. | 
am not quite sure what he means by “several vaccine formats”. 

Does this timetable sound realistic? 


Any suggestion about a response? 


Francis 


From: Dolsten, Mikael : b6 


nes Re: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for alignment/ 
collaboration on ACTIV activities? 


Hi Francis 
We certainly enjoy taking part in ACTIV 
| will check if we did get our drugs on the lists below 


Concerning the Vaccines master protocol, by July we will hopefully be far into a potential pivotal phase 
2/3 study w our vaccine platform and its most advanced candidates. 


We dont want to slow down to wait for a basket trial. | think we have a possible chance to be crossing 
the finish line way before the time lines shared by JnJ and Sanofi and provide data on a potential safe 
and effective vaccine in Q3 for Potential use at large scale. | assume the urgency to have an emergency 
use or accelerated approval vaccine in USA is priority 1, of its safe and projected effective. 


APARO000001756 


| will discuss w Kathrin Jansen if we may have an option to add one of our several vaccine formats that 
is less advanced or a refined format of our most advanced in the master protocol etc 


Happy to discuss w you and welcome your advice 
Mikael 


Mikael Dolsten, M.D., Ph.D. 

Chief Scientific Officer and President, 
Worldwide Research, Development and Medical 
Pfizer Inc. 

235 East 42nd Street 

New York, NY 10017 


On May 3, 2020, at 5:16 PM, Collins, Francis (NIH/OD) [E] b6 iwrote: 
Ue eee beninintnnenanned 


Hi Mikael, 


Thanks for your note and this update on exciting progress on several fronts. 
ACTIV is moving forward with gratifying speed and commitment. With regard to 
vaccines, tomorrow the ACTIV vaccines WG will be discussing a master protocol 
for a phase II/IIl trial with adaptive design, multiple arms, and a shared placebo 
arm, aiming to launch on or about July 1. FDA is strongly supportive. The 
Moderna, Sanofi, and JnJ vaccines are likely to be included — might Pfizer also 
join? 


The protease inhibitor sounds really exciting — | trust that compound is on the list 
of therapeutic candidates that the Clinical Therapeutics WG of ACTIV is 
reviewing? They are supposed to put ronware a tentative list for the Wednesday 


Looking forward to catching up soon! 


Best, Francis 


Siblect Re: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for 
alignment/ collaboration on ACTIV activities? 


Hi Francis 


APARO000001756 


| trust you are well but likely working too many hours as we all experience in 
the difficult Covid times. 


In the vaccine space we have progressed rapidly and are we in phase 1/2 oe 


In the anti-viral areas we are heading towards IND filing w a first in class potent 
protease inhibitor broadly inhibiting Coronavirus and very potent on SARSCov2. 


[ “bd ito epi into , very unique mechanism and we have experience of good safety 


from phase 2 in RA. 


We will soon start a US study at Yale but would be good to tap into additional options , 
particularly after the failed IL6 mAb, it is suggested that broader or different 


mechanisms are required for profound clinical effects during advanced Covid at or prior 
to SARDS stage . 


How are things going w ACTIV. 
Any issues to discuss ? 


| hope our PFE representatives in ACTIV are helping out well 


Pls let me know if there is anything particular to discuss or | can help you with 


Best personal regards 
Mikael 


Sent from my iPhone 


On May 3, 2020, at 10: 49, Collins, Francis (NIH/OD) [E] 


Hi Morten, 


Thanks for your note. It would be great to have this connection — 
but let me suggest that you start with David Wholley (cc’d here), 
as he oversees all four of the ACTIV working groups. Joe is the 
program lead for the group on preclinical 
therapeutics/repurposing. 


Best, Francis 


APARO000001756 


b6 


alignment/ collaboration on ACTIV activities? 


Francis, 
| hope you are having a good weekend. 


Quick question: Would you be OK if I/we reached out to Joe Menetski, 
who | understand leads many of the ACTIV efforts. We have come to 
know Joe very well as a great collaborator on the AMP gene therapy 
initiative and It would be very easy | think working informally with Joe 
to look a bit more under the hood and identify/ map opportunities for 
alignment with the other initiatives. 


All the Best, 
Morten 


APARO000001756 


From: Koroshetz, Walter (NIH/NINDS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E8338DD7CDCD432E986961F1548C5EC6-KOROSHETZW] 

Sent: 5/4/2020 1:21:51 AM 

To: Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ss sti Adam, egal (FNIH) [T] [/o= iia pe Exchange 


[/o=ExchangeLabs/ou= eenie Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


ee  b6™C~S i Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
“ EYDIBORFISSPOLT)/eh=REEIpients/en= =b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
Hie i ieee te NEO. ak) _..i Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 


Administrative ( Group (FYDIBOHF23SPDLT)/cn= ri eat Buchman]; 


[/o= Evehangelsbsous Exchange Adronieteatve Group 
{FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841labal6353b96cff8ca9- ehiggs]; Carlos O Garner 


cc: 
(FYDIBOHF23SPDLT)/cn= Fin leviis ea sd0eb 7 2eicea sor sessiacicicendne’ -parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDI BOHF23SPDLT)/cn =Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 

{neni DS a epnnenininnennnedi Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 

Subject: RE: Material for ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 


Thanks very much John. Had a stupid question. 

The drug was obviously built for HIV which requires activity throughout the body. Has anyone considered whether for 
COVID-19 a nebulized administration down the trachea into the lung would enable more potent effects given that is the 
site of first viral entry? Maybe enable higher doses without untoward effects. 


Reason to consider checking this for other anti-virals given in early stages of the illness? 


Walter 


APARO000005513 


“bs Ruxandra Draghia- 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 


Please find attached the final tally of scores for the agents that came through triage in Wave 1. We will use this 
document for our discussions today. 

For those who sent me comments, | did not want to over whelm the score sheet will multiple rows of 

information. However, | have those and | will include them in the final record for posterity for this round. You can also 
feel free to bring them up during the discussion if helpful to the group. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
pus ctor, Cancer 


b6 ‘US (Chicago) 
iUS (New York) 


APARO000005513 


: oe US (Chicago) 
US (New York) 


US (Germantown) 
‘US (Houston) 
‘US (San Jose) 


‘US (San Jose) 
{US (Tacoma) 


Liatavetaiaraimiaieimiatarsimieseiimial 


Meeting ID:y PS 
Password:: b6 


Linee teense eee! 


Dhiaieiis ieeaieraess Siaieaiarcove wie riievanateicierce acct aicieraieeeuencearmiee _ 


APARO000005513 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/4/2020 12:23:24 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: FW: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV 
activities? 


Interesting response from Dolsten.... 


iH 
1 
i 


Subject: Re: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for alignment/ collaboration on ACTIV 
activities? 


Francis 
Thanks for the response 


We appreciate the federal initiative and opportunity to influence it’s design . | know Kathrin Jansen (ccd here) from PFE 
is working w the team on this. 


We aim to participate in the master protocol in addition to our ongoing trial and will select the most timely vaccine 
format . It’s great to be collaborating w NIH-FDA for the best of our nation and global health . 


In the master protocol , | hope the working committee is discussing both endpoints, inclusion criteria and prime 


/booster for sustainability etc . mRNA and protein based vaccines have the opportunity! b4 


These are just two examples we can discuss on Wednesday in the leadership meeting of times permits . 


APARO000001746 


In the therapeutic section , it may be worthwhile to consider what grid for selecting the compounds was used and how 
did the targets/drugs score . There are a number of scientific and drug development dimensions that seem to predict 
the probability for a drug to be active . In addition to the strength of the scientific rational , preclinical -clinical/genetic 
evidence we have seen that outcome of prior clinical trial predicts probability of the next eg is the biology targeted 
active in human disease and did the specific drug deliver a robust signal . Unfortunately drugs that fail one or two 
indications have low probability to be successful . There are of course always an exception to any rule :-). |am sure the 
sub-teams have had rich such dialogues and the leadership meeting can learn or probe in this matter as part of quality 
review 


| look forward to the meeting 


Best 
Mikael 
Sent from my iPhone 


On May 4, 2020, at 04:26, Collins, Francis (NIH/OD) [E]! b6 ‘wrote: 


Hi Mikael, 


Wow, sounds like you are making fantastic progress with the vaccine program, and we would 
certainly not want to do anything to slow you down! | understand that you are evaluating 
several mRNA formats with BioNTech. If one of those turned out to be ready for phase II/III in 
late June, we would be most interested in the possibility of including that in the master 
protocol. Please keep Tony and me in touch with Pfizer’s progress, including which mRNA 
format you choose to move into advanced development. 


Hope to hear your voice at the ACTIV Leadership Group meeting on Wednesday. There will be 
a lot to talk about! 


Best, Francis 


From: Dolsten, Mikael ; b6 


Sent: Sunday, May 3; 2026 6:26 PM 


sibled Re: [EXTERNAL] RE: OK’ to contact Joe Menetski to discuss opportunities for alignment/ 
collaboration on ACTIV activities? 


Hi Francis 
We certainly enjoy taking part in ACTIV 
| will check if we did get our drugs on the lists below 


Concerning the Vaccines master protocol, by July we will hopefully be far into a potential pivotal phase 
2/3 study w our vaccine platform and its most advanced candidates. 


We dont want to slow down to wait for a basket trial. | think we have a possible chance to be crossing 
the finish line way before the time lines shared by JnJ and Sanofi and provide data on a potential safe 
and effective vaccine in Q3 for Potential use at large scale. | assume the urgency to have an emergency 
use or accelerated approval vaccine in USA is priority 1, of its safe and projected effective. 


APARO000001746 


| will discuss w Kathrin Jansen if we may have an option to add one of our several vaccine formats that 
is less advanced or a refined format of our most advanced in the master protocol etc 


If we can agree about shared key endpoints , we can include that cross all studies Whether master 
protocol or more advanced sponsor trials which helps comparison 


Happy to discuss w you and welcome your advice 
Mikael 


Mikael Dolsten, M.D., Ph.D. 

Chief Scientific Officer and President, 
Worldwide Research, Development and Medical 
Pfizer Inc. 

235 East 42nd Street 

New York, NY 10017 


On May 3, 2020, at 5:16 PM, Collins, Francis (NIH/OD) [Ee]! OS enaut bes wrote: 
Mats 


Hi Mikael, 


Thanks for your note and this update on exciting progress on several fronts. 
ACTIV is moving forward with gratifying speed and commitment. With regard to 
vaccines, tomorrow the ACTIV vaccines WG will be discussing a master protocol 
for a phase II/IIl trial with adaptive design, multiple arms, and a shared placebo 
arm, aiming to launch on or about July 1. FDA is strongly supportive. The 
Moderna, Sanofi, and JnJ vaccines are likely to be included — might Pfizer also 
join? 


The protease inhibitor sounds really exciting — | trust that compound is on the list 
of therapeutic candidates that the Clinical Therapeutics WG of ACTIV is 
reviewing? They are supposed to put lentes a pentatlve list for the Wednesday 


Looking forward to catching up soon! 


Best, Francis 


Siblect Re: [EXTERNAL] RE: OK to contact Joe Menetski to discuss opportunities for 
alignment/ collaboration on ACTIV activities? 


Hi Francis 


APARO000001746 


| trust you are well but likely working too many hours as we all experience in 
the difficult Covid times. 


In the vaccine space we have progressed rapidly and are aes in phase 1/2 studies 


In the anti-viral areas we are heading towards IND filing w a first in class potent 
protease inhibitor broadly inhibiting Coronavirus and very potent on SARSCov2. 


Hor phase 2 in RA. 


We will soon start a US study at Yale but would be good to tap into additional options , 


particularly after the failed IL6 mAb, it is suggested that broader or different 


mechanisms are required for profound clinical effects during advanced Covid at or prior 


to SARDS stage . 


How are things going w ACTIV. 
Any issues to discuss ? 


| hope our PFE representatives in ACTIV are helping out well 
Pls let me know if there is anything particular to discuss or | can help you with 


Best personal regards 
Mikael 


Sent from my iPhone 


On May 3, 2020, at 10:49, Collins, Francis (NIH/OD) [E] 


Hi Morten, 


Thanks for your note. It would be great to have this connection — 
but let me suggest that you start with David Wholley (cc’d here), 
as he oversees all four of the ACTIV working groups. Joe is the 
program lead for the group on preclinical 
therapeutics/repurposing. 


Best, Francis 


“ito tap inte , very unique mechanism and we have experience of good safety 


APARO000001746 


Subject: OK to contact Joe Menetski to discuss opportunities for 
alignment/ collaboration on ACTIV activities? 


Francis, 
| hope you are having a good weekend. 


Quick question: Would you be OK if I/we reached out to Joe Menetski, 
who | understand leads many of the ACTIV efforts. We have come to 
know Joe very well as a great collaborator on the AMP gene therapy 
initiative and It would be very easy | think working informally with Joe 
to look a bit more under the hood and identify/ map opportunities for 
alignment with the other initiatives. 


All the Best, 
Morten 


APARO000001746 


From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/4/2020 1:35:57 PM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Re Diennie eee ee DECLAROR. fd]; Mark Eisner 
i iKeith Gottesdiener! 


IFYDIBOHFI9SPDLiNica= ecipieniciene 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o= ci aang Exchange Administrative Group 

Pest eet OS siete etd } Price, Dionne (FDA/CDER) [/o= Syehancet nee Exchange Administrative Group 
TAOIROHESSPDUT enc Rec pients/on= a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT}/cn= I balm eae alee EE oa Vincent, Michael 


Mary Biggs; |; De Demarcus} b6 + Macone, Erin; b6 i 
Tountas, Karén (ENTA) TT] 17ozexchangeLabs/ou=Exchange Ad IRISERatIVE Group cre ie 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


ee ee Recipiehts/cne 306b2244466140faa9Saaaafed6ebd70- parkeras]; Butcher, Tina 


(EYDIBOHF23SPDLT)/ene Recipients/cn= sade 6c oe reas aes eer wh ci Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Materials for ACTIV TX-Clinical Master Protocol Subgroup Meeting #12 

ACTIV Therapeutics-Clinical_MP Subgroup_4May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical Master 
Protocol Sub-Group Meeting 4May2020 Agenda.pdf 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attach the materials for today’s meeting. 
1. Agenda 
2. Slides 


Thanks, 


APARO000005508 


Stacey 


Stacey J. Adam, PRD 
Cyrector, Cancer 
Research Partnerships 


Direct: | b6 | Mobile:} b6 


b6 ‘US (Chicago) 
‘US (New York) 


Beg BP casino ius (Chicago) 
'US (New York) 


'US (Germantown) 
‘US (San Jose) 
iUS (San Jose) 


'US (Tacoma) 
'US i 


APARO000005508 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/4/2020 1:36:01 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= eth itehenat ben DECLAROR. fd]; Mark Eisner 

“} Keith Gottesdiener’ 


‘ : Sandeep 
i. Amara Peppercorn; - EBB EhaN, Michael 


(FYOIBOHFISSPDLINca= meapienteiene 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


Poe pd ccd be i; Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AIEEE Zoo DL U/ee see Nene Peter US Be nt Keren Ly Vincent, Michael 


Cc: i 
Tountas, Karen (FNIH) [T] [/o= See ie Exchange Administrative Group nn 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
Lidell ideale det i deals 306b2244466140faa9Saaaafed6ebd70- pAgtensa: Butcher, Tina 
[T] [/o= sine eal ye Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #12 


Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_4May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical Master 
Protocol Sub-Group Meeting 4May2020 Agenda.pdf 


Location: b6 
Start: 5/4/2020 5:00:00 PM 
End: 5/4/2020 6:00:00 PM 


Show Time As: Tentative 


APARO000017297 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Koroshetz, Walter 
(NIH/NINDS) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Dear TX-Clinical Master Protocol Subgroup, 
Please find attach the materials for today’s meeting. 


1. Agenda 
2. Slides 


Thanks, 
Stacey 


b 6 US (Chicago) 
US (New York) 


pg (Ghleas) 
‘US (New York) 


| ‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 


APARO000017297 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

Sent: 5/4/2020 9:19:10 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reel Bichiisiciie 920s en even te rhabes aap revere DECLAROR. fd]; Mark Eisner 


(NIH/NIAIO) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHF23SPDLT)/cn= scl oe (ay 527b160038004a199ae6e0bac2226099- keedse Amanda Peppercorn 


EYDIBOHF23SPDLT)/ene Sac a583eced842c44b 1 8bb6fcd3820bee21- Siked fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AE DIGORT 222 DLCs se heal eter JUS BB nt keen g Vincent, Michael 


i; Pamidla Tenaerts, Mi. Dike een DOL Ee sees j Koroshetz, Walter (NIH/NINDS) 
te [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBORF23SPDLT)/cn= pecpiene er e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

i; Macone, Erin! 
Tountas, Karen (FNIH) [T] [/o= Exchangelabs/ous Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= seilebe Administrative Group 


cc: 


ante Soest saemtinemsaliecelrenvesmtatksaeataitescasimen 


(EVDIBOHE23SPDLT)/cnzRecipients/cn= = db 707 ves annadobbooade a etaheleyal. Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV TX-Clinical Master Protocol Ad Hoc Meeting 


Location: b6 


Start: 5/5/2020 6:00:00 PM 
End: 5/5/2020 7:00:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 
Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 


APARO000017295-2441714 


(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Koroshetz, Walter 


(NIH/NINDS) [E] 


Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 


Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 
Stacey Adam is inviting you to a scheduled Zoom meeting. 


J oin Zoom Meeting 


b6 
Meeting ID: i 
Password: _ be 
-One tap mobile Lika leit at nalts tunstsih th 
‘US (New York) 


‘US (Germantown) 


/US (New York) 
'US (Germantown) 


‘US (Chicago) 
'US (Houston) 
‘US (San Jose) 


US (San Jose) 
US aes 


Meeting ID; : eee b6 press 
Password: b6 | 
pid gout ion amber re Jest hear cect 


APARO00001 7295-2441714 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/4/2020 9:19:15 PM 

To: Adam, Stacey (FNIH) [T] ie id ema ea Exchange Administrative oe 


; Read, Sarah (NIHYNESTEY ID) [E. 
ice" Dionne (FDA/CDER) | [ 


“Ty; Shen, Yuan Li (FDA/CDER) ! 
4 Goff, pani (NIH/NHLBI) [E] : 


cc: 
Tountas, Karen (FNIH) [T]i 
[elkim@deloitte.com]; Parker, Ashley (Niti/Ob) [E] [/o= Bechaagellabs/oa= Exchange Adrainistrative Group 
AFYDIBOHF23SPDLT)/cn= oa Jill ca 306b2244466140faa9Saaaafe0Gebd70- parkeras]; Butcher, Tina 
Subject: 
Location: 
Start: 5/5/2020 6:00:00 PM 
End: 5/5/2020 7:00:00 PM 


Show Time As: Busy 


Required Adam, Stacey (FNIH) [T]; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De 

Attendees: Claro, R. Angelo (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep 
Menon; Amanda Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; 
Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, 
David (NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Koroshetz, 
Walter (NIH/NINDS) [E]; Patterson, Amy (NIH/NHLBI) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Hoots, W. Keith (NIH/NHLBI) [E] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Passwords b6 a 


b 6 ‘US (New York) 
US (Germantown) 


APAR0000019793 


Dial by your location_ 


i US (New York) 
‘ US (Germantown) 


| US (Chicago) 
US (Houston) 
i US (San Jose) 


Us (San Jose) 


Necine ID: 


Password} 


APAR0000019793 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

IP YDIB OFF 28 5PDEL)/CN=RECIPIENTS/ CN=DEDE /oF0/GtseS SE LCE tol Cua aatis ADAMS! 
Sent: 
To: 


Christine (NIH/NCATS) [E] [/o= Bae Exchange Adnninisiaeve Group 
AEYBIRCUE ZS OLD E0s Recipients/cn=4b7e84cce098457896b2df19fal72c87-ccolvis]; Young, John 
i Stein, Baise oneal [/o=ExchangeLabs/ou= ee Administrative Group 


Administrative Gr 
Vincent, Michael 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eee Earn Ucn Recplents/en=O60 tcasoas28eiabe 16353b96cff8ca9-ehiggs]; Carlos O Garner 

cc: “Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS 2dc4a427ea3d34f1e072f8cb7-menetskijp]; Salathin, Carla 


a ae. a ees | Parker, Ashley (NIH/OD) [E] 

{/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


AEYDIPO HE 223 PED Ene See ee eee it eer) Lucas Smalldon 


Saiaiate lava inreinie nimtainenininra-asmiacntalarmieesialecsteiavabaiassemines 


“Administrative Group (EYDIBOHF23SPDLT)/cn= mac plents/enatbes 1houeadeddach(Srd0abctdaI930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢b3a834f-wardjam] 

Subject: Follow-up from ACTIV Agent Prioritization Wave 1 Final Discussion Meeting 

Attachments: 2020-05-03_TX-Clinical_ WG_Agent_Prioritization_Subgroup_Summary.pdf 


Hi ACTIV TX-Clinical Prioritization Subgroup members, 

Thank you all once again for a very productive meeting yesterday, and especially thank for the extra hour and a half that 
you gave to the discussion. | appreciate that you helped us get to a good set of selections for our first round and that 
you helped us learn a lot about how to refine the process. 

Please find attached the official summary of yesterday’s call. Please let me know if you feel and additions or 
amendments are needed to accurately reflect the record of our discussions. Please keep in mind that this will be the 


official record of our first meeting, so review with that eye for any necessary details. 


We will send the materials out for tomorrow’s call tomorrow AM, but the main focus of our call will be to debrief on our 
final review meeting and suggestions for improving the next round. 


Thanks, 


Stacey 


Stacey J. Adam, PhD 


APARO000005506 


Dhrector, Cancer 


APARO000005506 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


Sent: 5/5/2020 1:58:10 AM 

To: Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 
{ence DS nnndi Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92 169bd7644e29-Janet. Woodc]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
NEVOIDOL RASS BOLIC Recipients/cn= 036113c7be0f42f897d1294cfbb99c10-goffdc]; Bascles, Lionel 


fica hab Boa tee bé- SS Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE 23SPDLT) /en=Recibients/en=2141b9e28c1a42:fb3cLe4f7Sdd4c457-myron_cohen]; Corey, Larry 
b6 i Desrosiers , Betsy [oe eet ete Deer, os ee UIORORS, Jim (NIH/NCATS) [C] 


{jez ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EY DIBE HE 2s 50 DCU IaNe Recipients/cn= Bidic1824bfa438a94da81520a8bca90- penned Resnansky, Laura 


vaiencmsmsmsmsmemsmemiarmememsmsmememiecsmcmemimemememens) | ”:s”t*~=ié(“(“‘“‘“‘té*‘ér CN NRSC TCO CNRS RRCRN ERLE CR Sen CeNTmTERC TRCN 


[jwachtel @deloitte. com]; Gachis Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou= eichanwe Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 
cc: Sizemore, Christine ae (E] [/o= exchangetsbs/ou= Exchange Administrative Group 


Pn eerste een teers pasieatinententarsanee £ fmeetentaniantet patie Sen 


ra [/o=ExchangeLabs/ou= ence Administrative Group 
(FYDIBOHF23SPDLT)/cn= sc alta =Ab 7e8Acce098457896b2df19fal72687- ccolvis]; Hughes, Eric 


‘Woz ExchangeLabs/ou= are Adrninistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


i Pole enor 22h b Bie et Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF235PDIT)/en= Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Carluccio, Dana 
Bias 7 Gp te ail b6 ~~ } Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


‘Group (EYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Gonzalez, Nina 

[/o= Excnanger pout Exchange pomainistranve Group ee es Recipients/cn= ee 


ROSGH ese ee DBs Sek oe wenctehr Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4.a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{FYOIBOHE23SPDLT)/cn= Eins pocaimiki mit eke a TUEssof Nancy - 


{FYDIBOHFI3SPDLT)/en= aa 8e2b174d9bf748e9aa5ed901b4c5a3d9- crdl: Thomas, Ashley (FDA/CDER) 
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[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Beene) Ca Ibcd5d3f7c1e4309a251d013e1cc89b0- PSnIeY: Thom]; Stratton, eSiiaan 


Victoria Davey [/o= Buchangel abé/aue Exchange narinisteative Group 
(FYDIBOHF23SPDLT)/cn= Sis ae 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Jintanat Ananworanich 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05052020.pdf; Network survey responses 04 May 2020.pdf; 
Site survey responses 04May2020.pdf; DRAFT CRO survey.docx 


Location: H b6 
Start: 5/5/2020 1:00:00 PM 
End: 5/5/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Stein, Peter (FDA/CDER); Vincent, Mike; Woodcock, Janet (FDA/CDER); Goff, David (NIH/NHLBI) [E]; Bascles, Lionel; 

Attendees: Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; King, 
James; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; 
Srinivasan, Badhri; Wachtel, Jonathan; Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Anderson, Margaret; Colvis, Christine (NIH/NCATS) [E]; Hughes, 

Attendees: Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; 
Carluccio, Dana; Cheryl (FNIH) Melencio[T]{_____-~b6 ~—_¢ Francis Collins; Gonzalez, Nina; Heaton, Penny; 
James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David 
(FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] : b6 i 


Thomas, Ashley (FDA/CDER); Stratton, Benjamin; Tolman, Brett; Garner, Carlos; Davey, Victoria: Jintanat 
Ananworanich 


Dear Colleagues, 


Fe vectra sel tae cee a etnininl ye ah ar et a stieneteeatnnieicnbe teteauniedeeauan 


Attached is the meeting agenda along with current survey results! Be now Moreen eal ee ale DD id ot cineetd EY In addition, 


attached are draft questions to consider for the CRO survey that will be discussed, but please note that some questions are 
carried over from the network survey for consideration (editing or deleting). Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 
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Nic ses cise gency sc ito pgp ng nah enn ah tere See ie ese tnindeae aT as et as tena meee aomnn mae i acai nseret ener aimcareareretmtatnimseren 


pontmeant ee cetaret baireienceincsimeert ry sumnisbioait mianesinssoeminnsimrensaporeiiaibmesemembmaamrmnnen! 


JS (Chicago) 
‘US (New York) 
‘US 

‘US (Houston) 


iUS (San Jose) 
iUS (San Jose) 


Ratatatel ok = 


Meeting Dy OS 
Password: b6 i : : 
Find your local number: b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/5/2020 2:26:19 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= a Exeanee Administrative Group 


INIHY/ NATO) [E] [/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

EDIE er ee2. DEN Iene Ree ienieice 527b160038004a199ae6e0bac2226099- feedsel, Amanda Peppercorn 


“(EYDIBOHF236PDLT) Jone Recipients/cn= a583eced842c44b 1 8bb6fcd3820bee21- iced fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee eae Wn DSO Eis ey Detrd ies (a tec sc oboeet) eotrdcl vincent, Michael 

pen Lynn Price 


cc: Mary Biggs! 4 Macone, Erin} 
Tountas, Karen (FNIH) [T] [/o= Seneca ZExchahge Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
alae a het aa 306b2244466140faa9Saaaafed6ebd70- parkeras]; Butcher, Tina 


{EYDIBOHFD3SPDLT)/enz Bec penta = dab joes annadobeooude a enaheleya. Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d841506197 1c493881c08c8c6cd75fb8-dimishkovrd]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa]; Chertow, Jessica 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=742e0637f5da45aa9bde0d9de07a80d8-chertowjh]; Paltoo, Dina (NIH/NLM) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afbb60a3cbed495aa92790a75dc3ffd6-paltood]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh] 

Subject: Follow-up to ACTIV TX-Clinical Master Protocol Subgroup Meeting #12 


APARO000005504 


Attachments: ACTIV_Therapeutics-Clinical_ MP Sub-Group Meeting 12_Key Takeaways_05042020. pdf 


Dear TX-Clinical Master Protocol Subgroup and Invited Guests, 


Thank you all for a very productive meeting today! We want to especially thank our NHLBI/NINDS colleagues that came 
into speak with us about their master protocol that they have been working to launch the last few weeks. The 
information was most helpful for our discussions. We appreciate you taking the time. 


As usual, please find the high level quick summary and action items from our meeting today. For the benefit of our 
guests, we take just a quick high level running summary versus a formal meeting write-up for these meetings, since try 
to turn it around the same day. 


Please let me know any amendments or additions you may wish to note for us to make. 
Again, thank you all for joining us. We look forward to close collaboration between our two groups. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Dhrector, Cancer 

Research Partnerships 
Directi 


e:| b6 


APARO000005504 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/5/2020 2:41:16 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= pebahinede hie PXenanee Administrative Group 


b6 4]; Sandeep 


i; Proschan, Michael 


IFYDIBOHFISSPDLiNica= pene 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 

| neem einnne PS eninsnnnnnnaadi Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYOIBOHF23SPDLT)/cn= See Wene Peter /US (Bd Keon te Vincent, Michael 


ey en any ai Reanients/eis e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= afadica74b3e449d8b4f319 1d65bb70f-pattersa] 


cc: MaryBiggs! = b 6 =k Demarcus: b6 iMacone, Erin} b6 
Tountas, Karen (FNIH) [T] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafeO06ebd70-parkeras]; Butcher, Tina 


i _sisiéiéiG ee eeed! i | Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recibientslen= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: ACTIV TX-Clinical Master Protocol Ad Hoc Meeting 

Attachments: recovery-protocol-v3-0-2020-04-07.pdf; ACTT2 - IND 147771 SNOOeb 5.3.5.1 Protocol No. 20-0006 - v4.0, 


19Apr2020.eCTD.pdf; ACTIV Therapeutics-Clinical_ MP Subgroup_4May2020 Meeting Guide.pdf 


Dear TX-Clinical Master Protocol Subgroup members, 


For the meeting that we have set tomorrow, we will be using the same slides from today since we did not get a chance 
to full finish our discussion. (Attached again here for you reference. The agenda slide will be updated for tomorrow.) 


APARO000005500-2442528 


Tomorrow will be a pretty heavy stats and protocol design discussion so please come prepared to think through our 
options. 


As food for thought if we do decide to move in the direction of a factorial design, | am attaching here the RECOVERY 
protocol from the UK, which uses a complex design such as this and is a large confirmatory style trial such as that we are 
considering. This may not be exactly what we need, but it could be a counterpoint to the ACTT-2 protocol that we have 
been evaluating and which | attach again here for ease of reference. Keep in mind that either option we choose will 
require modification for our purposes. We have already begun this for the ACTT protocol, but we may be able to 
incorporate additional design ideas from others. 


| look forward to a very productive discussion tomorrow. Thank you for being willing to meet between our normally 
scheduled meetings. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


b6 US (New York) 


US (Germantown) 


Dial by your location _ 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
‘US (Houston) 
‘US (San Jose) 


‘US (San Jose) 
‘US (Tacoma) 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F65F80-SANTOSMR] 

Sent: vee 6:43:36 AM 

To: 


? 


“TEYDIBOHEZSSPBLT)/en= ReCipients/en=Sd4a0584sb5b4069ad0447fb60ebfa79- “hayne002. me]; b6 i 


Lisieratmeminacememsmeminiasmrecan - 


(EVDIBOHEI3SPDL i) /crvcRecipients/en=b2e527dbda2b4a86b8d7206b813d471-MarksP fda; Mascola, John 
(NIH/VRC) [E] [/o= oat Sona exchange Administrative Group 


USARMY MEDCOM WRAIR (USA)! 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group Bite eee, 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9ccS6fdbe4598a57b423d484dcf9f-offit.email]; ; b6 


Seals, Jonathan eee jhelass sels eran icramasligl be Administrative Group 


cc: Toman, Brett sBiclean@deloitte. oa Austin, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= Ber OTR eee Des eee layer austinsj]; 


sf ahedipienis encuebAaaioenec4751b0415s7b4biTidbionncontl Kozlowski, Mary 
(NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_AFYDIBOHF23SPDLT)/cn= Recipients/cn= eRe SENN kozlowskimt]; 


[oz ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ebf7a8eb8dd541b2883a966ea5afd809-GRUBER fda]; Gurunathan, Sanjay 


/US%. b6 i Hamilton, Holli sige lace Segiicgie [/o=ExchangeLabs/ou= eee 


URN Marovich, Mary (NIH/NIAID) [E] [/o= Schangelabs/oue Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=bfd0192d165d4643accf6347728dbaeb-marovichma]; Kathleen Neuzil 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf42 66bffc8d94988f5715-kneuzil.som]; Robb, Merlin 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn= 17bbdb1e858542e7b5959ec7aeb7679a- mrobb.hivre]; : b6 5 


Michael Watson (x)! Fe ee tal DG ee § Parker, Ashley (NIH/OD) [E] [/o= Exchangelabs/ou=Exchange 
Administrative Group (EVDIBOLF23SPDLT) /cncRecipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras}; 
Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


miele ec AAs Recipients/cn=4b7e84cce098457896b2df19fa 172¢87- ccolvis]; 


ee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; john.young.jy3@roche.com; 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Kim, Elizabeth 
[elkim@deloitte.com]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@DELOITTE.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Stratton, Benjamin [bstratton@DELOITTE.com] 

Subject: Agenda and Materials for ACTIV Vaccines Working Group meeting: Today, 5 May 

Attachments: 2020-05-05 Vaccines Working Group Visuals.pptx; ACTIV Vaccines Clinical Trials Sub-Group roster - 4 May 2020.docx; 
2020-05-04 Vaccines Clinical Trials Sub-Group meeting Notes.docx 


Dear Vaccines Working Group, 


We are looking forward to our next Vaccines Working Group meeting with you, today (Tuesday) at 12pm ET (9am PT / 
6pm CEST). The key agenda items for our meeting are: 

e Review new mandates for the Working Group 

e Discuss pathways to approval/authorization using correlates and other evidence 

e Share ACTIV external communications approach 
The slides that we will use during the meeting are attached, with some additional slides drawn from the presentation 
Marion Gruber shared (attached in full in Friday’s notes) in an appendix for reference. 


We also want to share an update related to the first agenda item. The Vaccines Clinical Trials Sub-Group met for the 
first time yesterday (Monday). Much as we anticipate the master protocol trial doing, we rapidly enrolled participants 
(though perhaps with limited informed consent) in this Sub-Group; the roster as of today is attached, with some 
additional invitations pending. We have also attached the notes from that meeting. 


As always, please do not hesitate to reach out with any input or questions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate View President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Sunday, May 3, 2020 5:45 PM 
Subject: Vaccines Working Group important update: Clinical Trial plans 


Dear Vaccines Working Group, 

Yesterday evening there was an exciting expansion of the opportunity for the Vaccines Working Group to contribute to 
accelerating vaccine development. We learned that there will be US government funding for a master protocol phase 
2/3 adaptive vaccine efficacy trial, with provisions to add and drop vaccine candidate arms over time. 

The Clinical Trial Sub-Group (slight name change) will be tasked with supporting this master protocol trial, including the 


protocol and the networks/sites implementation. The goal is to have this trial ready to start by July 1, though there may 
be an opportunity to start in June if the work can be completed by then. 


APAR0000006240-2443178 


This is a significant expansion of scope for the Sub-Group. Given the magnitude of this responsibility, we will be asking 
for additional representation on the Sub-Group and pulling in expertise, including some of the master protocols experts 
that have been writing the ACTIV therapeutics protocols. The first meeting of the Sub-Group is tomorrow at 10am ET 
(Zam PT / 4pm CEST). 


We will also discuss this at the Vaccines Working Group meeting on Tuesday at 12pm ET (9am PT / 6pm CEST). Please 
don’t hesitate to reach out with any questions. 


Best regards, 
Mike, for the Vaccines Working Group 


Michael Santes, PRD 
Associate Vice President, Science 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: TENE! 11:56:17 AM 


To: 
| Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
“Group (EYDIBOHE23SPHLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingereal]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT) /cn=Recipients/cn=BaSace9923ae415aa3d85ac09cb76185-DEMINGD. fda]; 
i b6 ‘Parker, Ashley (NIH/OD) [E] 
‘W O=Exchangéelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; 
Diane hent ch b6 ©. i Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/en= f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
b6 i 
cc: Florence, Clint (NIE/ NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
pe Leland ht Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Diamond, Michael 
i b6———_s«S Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


EVDIBOHF23SPDLT)/en= eRécipients/ehe user3c2f486d]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; 
Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AFYDIBOHE235PDLT)/cn= Recpieney a =4b7e84cce098457896b2df19fa 172c87- ccolvis]; Desrosiers, Betsy 
i; Jansen, Kathrin 

Kurilla, Michael (NIKI/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
OP VDIBGHEDSSPBLT eRe Rec gens en dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@deloitte. coms Tolman, Brett [btolman@deloitte.com]; Wachtel, 


j; Rose Li 


gos, Enrique (NIH/NCATS) 


TE] [/o=ExchangeLabs/ou= Saas Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO00001 7271 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5did4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= Me Bd bare Rodriguez, Robin D 


i 
i, 

i 
i... 


Group (FYDIBOHF23SPDLT)/cn= eae f1b7b8fe4739478bb17840c56902718a- cowie 


Subject: Canceled: ACTIV Preclinical working group (Tuesday meeting) 
Location: i b6 
Start: 5/5/2020 6:00:00 PM 
End: 5/5/2020 7:00:00 PM 


Show Time As: Free 


Recurrence: Weekly 


Required 
Attendees: | b6 


or OTST OTSA TTS Tie LST TIS TRS TLE TUS SUS STR ETS TERT TSISISUTS LN ORES TUS SDLan PIN SUD TTS ES SRO'SUENTA NUS SERIE SSRUED UN UTS'NUS NEE URSIES NES NESTE STE TIDUS LA NUS REN TE SUSUR LS SEL RaITE NTS SSS ES TESISDS UNG SUL ERD SLE TRS SUS STS ULSI Sa Ste Te Sa TEES one tanta TUS NTIS Tie RS 


Sahiee (NIH/OD) [E]; Collins, Francis (NIH/OD) [E]; ken.duncan@gatesfoundation.org; Adams, Peter 
(OS/ASPR/BARDA); Rao, Srinivas 

Optional Florence, Clint (NIH/NIAID) [E]; Diamond, Michael; Gonzalez, Nina; Wholley, David (FNIH) [T]; Austin, Christopher 

Attendees: (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; 
Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen 
(FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; 
Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Rose Li; Dana Carluccio; Lagos, Enrique 
(NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; 
Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E] 


Cancelling due to the NPRC director’s meeting. 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID:! i 
Password: } 


'US (Chicago) 
b6 ‘US (New York) 


iUS (Chicago) 
US (New York) 


‘US (Houston) 
‘US (San Jose) 


iUS (San Jose) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
IE YDIBOHE 2 SF DEL/CN RECIPIENTS] CHEDCD BuO rps Gr sesoe Cel Ol cues aeta BONO 


Sent: 
To: 


cassie aaa *. s karochete Waiter (NIH/NINDS) (E] 


(eIBOHEEPDL Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
APIDIBOHE Zeer Ott) ene Recipleitsy en Obe tesa sae aes taba rose abe betie cay: ehiggs]; Carlos O Garner 


“ EWDIBOHESSSPDLT ene Recipients /cn=036113c7be0f42#897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EDIE OE SPL Recipients/cn= ell a ventas a Ra Gna Lucas Smalldon 


smn venoms mci ves emmehe eesemremmemssansestanven vm tensessentensalsusrmnemssmbmemdmsmemememeemein, 


Adminicecave Group (FYDIBOHF23SPDLT)/cn= p cinentaiead ice weaneay-aodcuie raosbaazs40. walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: Materials for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 

Attachments: ACTIV Therapeutics Clinical_ Agent Prioritization Sub-Group Meeting 05May2020 Agenda.pdf; ACTIV Therapeutics- 
Clinical_AP Subgroup_4May2020 Meeting Guide.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 
Please find attached the materials for today’s meeting. My apologies for the late distribution. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 
Research Partnerships 


Direet:! b6 | Mobile: 1 b6 
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b6 ‘US (Chicago) 
‘US (New York) 


‘US (Chicago) 

‘US (New York) 
‘US (Germantown) 
‘US (Tacoma) 

‘US (Houston) 

‘US (San Jose) 

‘US (San Jose) 


deter ee rer mem rer meme rmr mimes merm imme rmrmemrmimrmememrmemrmemrmememememey 


heer stair wae Sebo deSeensctrucieta cat rnin ecarnvta sen cesteiactoae nem seledememumemtaaimear 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/5/2020 4:02:38 PM 

To: Eric Hughes ee eee Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group LT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099- readsa]; 


Ruxandra Draghia-Akli i” 


Christine (NIH/NCATS) [E] [/o= Beebe Exchange Adrainistrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


Poeatinits ohare bs } Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
Pee, tees Ay ; Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
‘aininishrative Group [FVDIBOHF23SPDLT)/en- Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim. Buchman]; 
Vincent, Michaeli sid b 6 Keith Gottesdiener: b6 : Elliott Levy 
ae" | Wung, Peter JUS; Poy wee b6} Koroshetz, Waiter (NIH/Ni NOS) TE] 


(eOIBOHEZ-SPDLT Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o= pee Saas Exenialiee Administrative Group 


(FYDIBOHF23SPDLT)/cn= Be en Dseuasiyscoraoraor dived ubeacio-conda 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

a Edad dicted le Recipients/cn= ede ial see) bbaete (doshas scormelencec: Lucas Smalldon 


AanineNe Group (EVDIBOHED3SBOLT)/cn= p cinientalend ice eaneay-aodeuie raosbaazsa0. walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 
Attachments: ACTIV fog ee -Clinical AP Subgroup_4May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical_Agent 


Location: i b6 
Start: 5/5/2020 5:00:00 PM 
End: 5/5/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carlaz_ a 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [1]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E}i) | b6 i 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for today’s meeting. My apologies for the late distribution. 


APARO00001 7267 


Thanks, 
Stacey 


| b6 | 
Meeting ID: aa ae 

Password: |___b6 __ ; 

One tap rie 

roy 6 Soe i cal it a "Us (Giicags) 


‘US (Chicago) 

‘US (New York) 
‘US (Germantown) 
‘US (Tacoma) 

‘US (Houston) 

‘US (San Jose) 
‘US fe Jose) 
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From: i 

Sent: 5/5/2020 5:50:49 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Redpients/cn= dcd875f0679648859e1cf101c0943414- rae Eric Hughes — 


Christine (NIH/NCATS) (e [/o= onsneie oe Exchange Administrative Group 
(FYDIBOHF23SPOLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


ot 3 


3 Stein, ieee [/o=ExchangeLabs/ou= nee Administrative Group 


eae aoe Recbients/cn= @8338dd7cded432e986961f1548cSec6- eer Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= RSSIP lense DEO Nes 288 22 Saba Os anv ctie ray: ehiggs]; Carlos O Garner 


‘(EYDIBOHFI3SPDLT)/cn= fiScipients/cn=036113c7be0f42#897d1294cfbb99¢10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carla [carla.salathin@novartis.com]; GMM76@pitt.edu; JKR31 @pitt.edu; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ee Recipients/cn= Saale igen aries rue SR uaesty Lucas Smalldon 


Ward, Jackie (NIH/NINDS) [E] [/o= Bic yanediabeloue Sahn Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 
Subject: RE: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 
Attachments: Coagulopathy COVID Blood Apr 2020.pdf 


Dear All: 
This is really excellent review article in the current understanding of coagulopathy in COVID-19. 


Regards, 
Peter 


From: Adam, Stacey (FNIH) [T]; b6 
Sent: Thursday, April 30, 2020 755AM 

To: Adam, Stacey (FNIH) [T]; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; Mellors, John W; Patel, 
Naimish /US; Colvis, Christine (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim 
(OS/ASPR/BARDA) (CTR); Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter 
(NIH/NINDS) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI)[E] 
Cc: Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla; : 
Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 


(NIH/NINDS) [E]; Ward, Jackie (NIH/NINDS) [E] 


APARO000005493 


Subject: [EXTERNAL] ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 
When: Tuesday, May 5, 2020 1:00 PM-2:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Dear TX-Clinical Agent Prioritization Subgroup, 
Please find attached the materials for today’s meeting. My apologies for the late distribution. 


Thanks, 
Stacey 


Join Zoom Meeting 


At mee Tee LCE RTT ICTs sms smsmememe = 
i i 
i i 
i i 
i 

fom em iecm em imem emi emrmemememeeen 

es eee ee 


b6 ‘US (Chicago) 
‘US (New York) 


US (Chicago) 
i US (New York) 


: US (Germantown) 
: US (Tacoma) 
‘ US (Houston) 


i 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/5/2020 i 14:47 PM 

To: 


cc: 
[/o= cicherseanere Exchange marainisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 244466 140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #13 - Stats ONLY - HOLD 

eM ee 

Start: 5/6/2020 3:00:00 PM 

End: 5/6/2020 4:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Karen Lynn Price; Le Corre, 
Attendees: Christophe; Ghosh, Pranab; Read, Sarah (NIH/NIAID) [E] 

Optional Demarcus; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 
Attendees: 


Dear TX-Clinical Master Protocol Subgroup Stats Group, 


First, we have decided to limit this meeting just to this smaller group to really talk statistical design and 
simulation modeling. Second, due to some time conflicts for essential members of this group, we could not 
keep the meeting at 2-3pm, so right now it looks like we have the largest quorum for 1 lam-12pm ET 
tomorrow. We are moving the meeting to this time and holding it on everyone’s calendar while we confirm all 
attendees availability. 


Thanks, 


Stacey 


‘US (New York) 
‘US (Germantown) 


APAR0000005492-2443932 


‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
‘US (San Jose) 


i 
ee a ee ee | 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/6/2020 1:28:28 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: news and question 


Yes! | spoke with Ruxandra, and they are indeed willing to shift the JnJ plans for infliximab, now preferring to 
have it included in ACTT-3 instead of going their own way. | was delighted. I’m looping in Stacey — does the 
WG need to re-confirm their 11.3 vote in order for this to be presented tomorrow, or can this be considered a 
done deal? 


FC 

From: Wholley, David (FNIH) [T]! BG 
Sent: Tuesday, May 5, 2020 8:55 PM eee 
To: Collins, Francis (NIH/OD) [E]: Eee tachct be 


Subject: RE: news and question 


From what | hear it is likely good news. J&J is willing to put the trial they were planning for infliximab (Remicade), one of 
the immune modulators the Tx-Clinical Agent Prioritization Sub Group has put near the top of their list for ACTIV, on 
hold despite its being well through planning with FDA, in favor of putting it into the “ACTIV ACTT-3” protocol we are 
proposing to launch. She has discussed it with Mattai Mammen who makes these kinds of decisions. Don’t know 
whether Paul Stoffels has been told yet. So what | strongly recommend you do: take the call, play dumb, and be 
absolutely delighted. 


(Hope that is indeed what this turns out to be!) 


From: Collins, Francis (NIH/OD) [E] } b6 


icici niawmreiatesminresmieietastesmcareiane i 


Sent: Tuesday, May 5, 2020 7:30 PM 


Subject: FW: news and question 
Importance: High 


Any idea what this might be about? 


From: Draghia Akli, Ruxandra[JRDUS}: = /§/ = D6} 
Sent: Tuesday, May 5, 2020 6:14 PM 

To: Collins, Francis (NIH/OD) [E]! 
Subject: news and question 
Importance: High 


Dear Francis — this world is getting smaller © it is really great to be able to join forces on COVID. Another example of 
“all hands on deck” and undertaking something meaningful, with a tremendous impact on global health. 


Would it be possible to have a short chat rapidly? | do have some news, and would like to get your feedback, if possible. 


Kind regards, Rux 


COLL0000010982 


Ruxandra Draghia-Akli, MD, PhD 


global Head 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/6/2020 2:35:42 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
ee Les H UAB iter a te ea ara ss DECLAROR. fd]; Mark Eisner 

J Keith Gottesdiener | 


IFYDIBOHFIISPDLIN ene eeipenciee 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o= ee Exchange Administrative Group 


“(EYDIBOHED3SPDLT) Jone Redpients/oti= a583eced842c4db18bb6fcd3820bee?1- iced -dfdal: Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= seth sme Exchange Administrative Group 

c10-goffdc]; Vincent, Michael 

__$ Karen ei Price 


O@OrE Secon ae eeisaniee e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= afadica74b3e449d8b4f319 1d6Sbb70f- pattersa] 

cc: Mary Biggs i. “ Demarcus {  —sib6 Pe a eaiad i; Macone, Erin} b6 i 
Tountas, Karen (FNIH) [T] fo=Exchangelabs/our Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 306b2244466140faa95aaaafe06ebd70-parkeras]; Butcher, Tina 

_ __4; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk] 

Subject: Follow-up from ACTIV TX-Clinical Master Protocol Ad Hoc Meeting 

Attachments: ACTIV_Therapeutics-Clinical_ MP Sub-Group Meeting Key Takeaways_05052020.pdf 


Dear TX-Clinical Master Protocols Subgroup, 


Please find attached the quick capture summary and action items from our meeting today. If you have any additions or 
amendments, don’t hesitate to let us know. 


APARO000005490 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Pouetaen for the Nat pana tastes at oo 


{ 1400 Rockville Pike, Suite 600, North Bethesda, MD 20852 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/6/2020 2:41:38 AM 

La Eesuehes cpt teh is Beare eek ee ee ae 


Eo nee laser Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= BSEIpIC HES en DBO tego see 288 tabat Ose sb elisa: ehiggs]; Carlos O Garner 


latte tire rete ieee 


EYDIBOHEZ3SPDLT)/en= fiécipients/cn=036113c7be0f42#897d1294cfbb99¢10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

UE DIB OTE ae 2 OED) SiR Dic tie Cee fe tatay aees tobe ode rcOsbeeaeat Pereadoc|, Lucas Smalldon 


i b6 i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
‘Administrative Group (EVDIBOHED3SPOLT)/en= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: Follow-up from ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 

Attachments: ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 7_Key Takeaways_05052020.pdf; 2020-05-03_TX- 


Clinical _WG_Agent_Prioritization_Subgroup_Summary-Amended.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached a quick summary of the action items and suggestions for improvement in the review process that 
Elizabeth was kind enough to capture for us today. While | will send out the official summary, | thought it might be 
beneficial for you all to have this today. 


In addition, please find attached the modified summary from our final prioritization meeting for Wave 1 with additions 
from some of you captured. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Uhrectar, Cancer 

Research Partnerships 

Foundation fer the National Institutes of Health 


APARO000005487 


Donate to the FNTM’s Pandemic Response Fund to combat COVID-19: tnth ore/nandemuc 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/6/2020 2:46:22 AM 

To: 


' Ghosh, 
Pranab auiiiien eee Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa] 
CC: Demarcus [bb Be ote tae i: Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 244466 140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #13 - Stats ONLY 
Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_6May2020 Meeting Guide.pptx 
Location: i 

Start: 5/6/2020 3:00:00 PM 

End: 5/6/2020 4:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Karen Lynn Price; Le Corre, 
Attendees: Christophe; Ghosh, Pranab; Read, Sarah (NIH/NIAID) [E] 

Optional Demarcus; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 
Attendees: 

Hi All, 


Confirming this meeting and attaching just some slides that might help us tomorrow. 
Thanks, 


Stacey 


Dear TX-Clinical Master Protocol Subgroup Stats Group, 


First, we have decided to limit this meeting just to this smaller group to really talk statistical design and 
simulation modeling. Second, due to some time conflicts for essential members of this group, we could not 
keep the meeting at 2-3pm, so right now it looks like we have the largest quorum for 1 lam-12pm ET 
tomorrow. We are moving the meeting to this time and holding it on everyone’s calendar while we confirm all 
attendees availability. 


Thanks, 


Stacey 


APARO000005485-2444148 


J oin Zoom Meeting 


b6 
Meeting ID: b6 
Password: }  b6 | 
One tap mobile eee ee 
b6 ‘US (New York) 


‘US (Germantown) 


by. ae See 
i US (Germantown) 


! US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


i | US (Houston) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/6/2020 12:07:07 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
AN eee ale ae Grenier cata sang Orsay nis yueew ae DECLAROR. fd]; Draghia-Akli, 


; Peppercorn, Amanda (a ameenenne se sien _! Poole, Mike 


a b6 i; Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
‘Administrative Group (EVDIBOHED3SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(ey DIBOHE ZS SE DETER i ce gare cla Sylva. Coli]; Amanda Peppercorn 


{jo= ExchangeLabs/ou=Exchange Rdrninletiathe Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Kim, Elizabeth 
[elkim@deloitte.com]; Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
aI elle eal Aots RESIN EEC 527b160038004a199ae6e0bac2226099-readsa]; Hughes, Eric 


Subject: ‘News from ACTIV Peadership 


Dear TX-Clinical Working Group, 
We wanted to let you know some news that was shared with us by the ACTIV Leadership Team. 


in order to begin to show the field a unified plan and messaging for the testing of therapeutics for COVID-19 under 
ACTIV, the ACTIV Leadership has decided to bring into the program both the NIAID ACTT-2 Trial evaluating baricitinib 
and another NIAID master protocol evaluating IVig and add these protocols to the portfolio of ACTIV Master 

Protocols. The ACTIV leadership is aware that our agent prioritization group think both the JAK/STAT inhibitors and IVig 
are important to test, but knows we did not initially select them due to the development of these parallel trials. NIAID 
has already been working to ensure harmonization between these trials as we have with ACTT-3, so it was felt that these 
would be a natural fit to complement our efforts. 


APARO000005484 


We are excited that our work is being recognized not only for ACTT-3, but also helping to promote further alignment and 
unity in the field. 


Thank you all for all your efforts so far! 


Sarah, Eric, and Stacey 


Stacey J. Adam, PhD 

Phrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


Donate to the PNIN’s Pandernic Response Fund to combat COVID-19: fnib ore/pandemic 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


Sent: 5/6/2020 7:29:07 PM 

To: Bascles, Lionel i 7 b6 ~~ {, Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPOLT)/cn=Recipients/cn=214ib9e2Bclad2ifb3cicat7Saddc457- -myron_cohen]; Corey, Larry 
bb Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Seri alle halos 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
oe ee ies pee Lee ae i. Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Reciniente/en= 12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj|; Garner, Carlos 


ee ad SDB sy cies ess | 4; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 7 8b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Resnansky, Laura 


i ne oe 2 0, ul eee }; Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acacl94cd338b201- -csizemore]; Srinivasan, Badhri 
fe ote ee ne b 6 —i(i‘Cséi‘*Y; Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘(FYDIBOHF23SPDLT)/cn= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 
Py Ven ah boi, Wachtel, Jonathan [jwachtel@deloitte.com] 

cc: “CriPRIaIA, OBR BF Hamilton, Nancy (0b Melencio, Chery! 


(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 
* Mueller- Reichenstein, Petra! 
__ Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/cn=Recipients/cn= 8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6el1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 

ida ea epee com]; Parker, eval (NIH/OD) [E] [/o= pase nena Pchenes Administrative Group 


eats (FYDIBOHF23SPDLT)/cn= Racipignts/cne 27 14fa7428415bb86087d0BbE28e6"-melenciocl: Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton,Penny{ sd DG ken as } James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Roser sd bob + Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Beciolentelene 5001af52dc4a427ea3d34f1e07 2f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(OROHEASRDL en Ree! ients/cn= ab38ch6a36ded4e18et4cc6952f65180- celine Tuvesson, Nancy 


(NIH/NCATS) [E] [/o= ea ae eyehance Administrative Group 
ARBORS EDEN: RGEIPIENES pe 30 fee sccelae ee senedi eter: -ccolvis]; Hughes, Eric 


‘Vez ExchangeLabs/ou= Exchange Aaiineenve Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_{EYDIBOHF23SPDLT)/cn= BOS BiCnS/ ate 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


APARO000006529 


Subject: Summary and action items - CT Capacity WG meeting #5 
Attachments: Clinical_Trial_Capacity_Working_Group Meeting #6_Summary_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary and action items for meeting #6 (May 5, 2020) of the full working group. The next full working 
group meeting is scheduled for Friday, May 8 at 9 am castern time USA. 


Best regards, 
Karen 


Karen DL. Tountas, PhD 
Selentific Program Manager 
Foundation for the National Institutes of Health 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
5/6/2020 9:01:23 PM 


Christine (NIH/NCATS) [E] [/o= Hareb Exchange Adrainistrative Group 
LEDIBORE SDE ene os a el 4b7e84cce098457896b2df19fa172c87- oe Young, John 


| Wung, Peter /US: 
{foe ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


[Aimee rere rmermrmrmemreresermrmemsimrmrmememenieey 


Hove ts cto a al b6 —_—_—_—__s§ Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=036113¢7be0f42f897d1294cfbb99c10-goffdc] 

Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carla! 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn= pei Ser alatgees vercOnlsOenecbeor relencoc), Lucas Smalldon 


Lie eee cant WD Oeste eee ee i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

2nd Follow-up for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 


2020-05-05 _TX-Clinical_WG_Agent_Prioritization_Committee_Meeting_Summary.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the formal summary from yesterday's meeting. Please let me know if you have any additions or 


amendments. 


Thanks, 
Stacey 


Stacey J. Adan, PhD 

Phrector, Cancer 

Research Partnerships 

Poundeuoe for -_ National tnstitaes of Health 


i| Mobile 


. Suite GOO, North Bethesda, MD 20852 
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Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.ore/pandemic 


APARO000005481 


From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 
5/6/2020 9:35:12 PM 

ive Hughes 


[/o= exchansetse gore Exchange Adnainisteative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 244466 140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Follow-up from ACTIV TX-Clinical Master Protocol Subgroup Meeting #13 - Stats ONLY 
ACTIV_Therapeutics-Clinical_ MP Sub-Group Meeting O6May2020_Key Takeaways.pdf 


Dear TX-Clinical Master Protocol Subgroup Stats Group, 


Thank you all for a very productive meeting today. Please find attached the quick capture summary and action 
items that Elizabeth was kind enough to do for us. I look forward to us talking with the group on Friday and 
reconvening this group on Saturday. 


Please let me know if you have time preferences for Saturday. 


Thanks, 


Stacey 


Stacey J, Adam, PRD 
Dunelon Cancer 


APARO0000054 79-2441 124 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 1: 38: 40 AM 

To: 


(YDIBOHR2aSeDLT che Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=060 1ca55a82841abal6353b96cff8ca9- ehiggs]; Carlos O Garner 


|; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHE23SPDLT)/ene Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group IIB On 22 ene ete tecbicn tore ee ee were Alvarez, Rosa 


ogee eter termes prepare spe yer e mere erate ele mre mere mere erm remem iesereiermrenimrerermenrmimsmemsmcmat 


(FYDIBOHF23SPDLT)/cn= Fea ae 306b2244466140faa9SaaaafeOGebd70- -parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

JEYDIBO BE 22st Del) ene Recipients/cn= pir ean ten tte be neve tatsbbesent ae lnvel: Lucas Smalldon 


‘Administrative Group (E-VOIBOHEZ3SBDLT)/cn= p scinienis/-retpes usneaneae-eute avabeniassae: walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: Materials for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #8 

Attachments: ACTIV Therapeutics Clinical_Agent Prioritization Sub-Group Meeting 07 May2020 Agenda.pdf; ACTIV Therapeutics- 
Clinical_AP Subgroup_7May2020 Meeting Guide.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


We are looking forward to our meeting tomorrow during which we will work to flesh out some of our suggestions for 
improvements in the prioritization process a bit more. We will also talk about next steps over the rest of this week and 
next. 


Please find attached the agenda and slides for tomorrow’s meeting. If you have any additions or amendments, please 
let me know. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Cyrector, Cancer 
Research Partnerships 


APARO00000054 76-2441824 


Join Zoom Meeting 


; iUS (New York) 
US (Germantown) 


'US (Chicago) 
‘US (Houston) 
‘US (San Jose) 


‘US (San Jose) 
US (Tacoma) 


fe aieemscreteticpememeniatesoccemamacs 


Meeting ID: b6 


APARO0000054 76-2441824 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/7/2020 1:38:48 AM 

To: EricHughesf ss 6SS™~™~S™SS_ Reed, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Aklii 6st Meellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDL1}/en=Recipients/cn= user257cb364]; Naimish Patel fb‘; Coolvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
else Al pecplentsyen= 4b7e84cce098457896b2df19fa172c87- oe Young, John 


_|Wung, Peter /US [ 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Ee Dict is) CRs Ded eee bone ee tlabal eee sherliecen ehiggs]; Carlos O Garner 


Hs Din MODE, thc p tee Aas i; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDL1)/en= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group Sees ll ab aig ba cll aaat icae eaeeabd Sidlabstaal 2 Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Wee excianeetabe/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ica etielbcsiesall ed Recipients/cn= SUP ea Tee inition errata Mead gy Lucas Smalldon 


Ward, Jackie (NIH/NINDS) [E] [/o= Bc anceabeiead bichenes Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #8 
Attachments: ACTIV Therapeutics-Clinical_AP Subgroup_7May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical_Agent 
Prioritization Sub-Group Meeting O7May2020 Agenda.pdf 


Location: b6 
Start: 5/7/2020 5:00:00 PM 
End: 5/7/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [EJ 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carlaji. bo f 


Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E] i i 


Dear TX-Clinical Agent Prioritization Subgroup, 


APARO000005473 


We are looking forward to our meeting tomorrow during which we will work to flesh out some of our suggestions for 
improvements in the prioritization process a bit more. We will also talk about next steps over the rest of this week and 
next. 


Please find attached the agenda and slides for tomorrow’s meeting. If you have any additions or amendments, please 
let me know. 


Thanks, 
Stacey 


Join Zoom Meeting 


Meeting ID 
Password: : 


b6 US (New York) 


US (Germantown) 


‘US (New York) 
‘US (Germantown) 


| iUS (Chicago) 
‘US (Houston) 
‘US (San Jose) 


‘US (San Jose) 
:US (Tacoma) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 2:11:25 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE 235° DET) /en= pecan a ner Ma RE Got DECLAROR.fd]; Draghia-Akli, 

i Gottesdiener, Keith 

i; Judy Currier 


Read, Sarah (NIH/NIAID) [E] [/o= nee ae Exchange -adininistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= bl ane aa sedis Administrative Group 


fee ExchangeLabs/ou= erage Adriinisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{EYDIBOHF23SPDLT)/cn= Recipients/cn= ee concen ea olvish Desrosiers, Betsy 


te ExchangeLabs/ou=Exchange Rdrivistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

pA bedlccedeccathese Ali ee 54fa75fe6e304e34ba567c66b832baa0- ‘dri. mele n]; Young, John 


Me oe ae * Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Advaihistestivie Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=40c04fef6fle46fSb750753cd5a14193- -tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 


{jwachtel @deloitte.com]; Tolman, Brett [ptol man @deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


APARO000005470-2444092 


[/o= EXchabgeLabs/oue Exchange Adminicweaiive Group pe err ote ere 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad 1ca74b3e449d8b4f319 1d65bb70f-pattersa] 


Subject: Material for ACTIV TX-Clinical Working Group #5 
Attachments: ACTIV Therapeutics-Clinical WG 7May2020 Meeting Guide.pdf; ACTIV Therapeutics-Clinical WG 7May2020 
Agenda.pdf 


Dear TX-Clinical Working Group and Invite Guests, 


Please find attached the materials for our meeting tomorrow. We will have both the Agent Prioritization and Master 
Protocol Subgroups discuss ongoing efforts and the co-chairs will provide a quick update from the ACTIV Leadership 
meeting yesterday. 


Please note that the drugs that have been selected for by the Agent Prioritization team are still being held internal to 
ACTIV while participation is discussed with the companies, so we would ask that you not share these outside the 


group. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Nati ch Partnerships 


(on eee eet mei ememens 


b ine :US (New York) 


!US (Germantown) 


i ‘US (New York) 
US (Germantown) 
‘US (Chicago) 

‘US (San Jose) 
‘US (Tacoma) 

‘US (Houston) 
eee eee ‘US oe Jose) 
Meeting ID: 
Password:i” 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 2:11:32 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= See cap ose iia mae DECLAROR. fd]; Draghia-Akli, 
Ruxandra {_ 


pepeerconn, Ainandal ; 
i i; Bfeechan: Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= =a 
“Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
oe Recipients/cn= =f6b8f588067140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 
i; Garner, Carli DG siHiggs, Elizabeth (NIH/NIAID) [E] 
Ve ExchangeLabs/ou=Exchange Administrative Group. sts 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 
cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT}/cn= Recibients/crt= 4b7e84cce098457896b2df19fa 172c87- colvisl Desrosiers, Betsy 


terre reer emer ememememememrmememem meme nn Niner tete teem eeemeetem sem sememsmsmsmemsmsmemed 


ie= ExchangeLabs/ou=Exchange Admninistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

eon Deion Res entice ice la a lat e Ll ac ‘dri. helix. n]; Young, John 


Demarcust ~ 
[/o= ExchangeLabs/ou= Exchange Aarainistrathve’ Gasp 
(EYDIBOHF23SPDLT)/cn= BeeDienis/cn RICE TENaT vee Duero eo ebocec el MeEne esl: Salathin, Carla 


(FYDIBOHED3SPDLT)/ene Recipients/cn=40cO4fet6f1e46"Sb750753cd5a14493- ountaekhl Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptol man @deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


APARO000005467 


Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad 1ca74b3e449d8b4f319 1d65bb70f-pattersa] 


Subject: ACTIV TX-Clinical Working Group #5 

Attachments: ACTIV Therapeutics-Clinical WG 7May2020 Meeting Guide.pdf; ACTIV Therapeutics-Clinical WG 7May2020 
Agenda.pdf 

ices = rach ie Nee  ea ee b 6 sh caea cha a bee a ead eI a eat, ? 

Start: 5/7/2020 6:00:00 PM 

End: 5/7/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 


(NIH/NHLBI) [E] 
Dear TX-Clinical Working Group and Invite Guests, 


Please find attached the materials for our meeting tomorrow. We will have both the Agent Prioritization and Master 
Protocol Subgroups discuss ongoing efforts and the co-chairs will provide a quick update from the ACTIV Leadership 
meeting yesterday. 


Piease note that the drugs that have been selected for by the Agent Prioritization team are still being held internal to 
ACTIV while participation is discussed with the companies, so we would ask that you not share these outside the 
group. 


Thanks, 
Stacey 


Join Zoom Meeting 


! b6 ! 
Meeting ID:|—b6 

Password:/" b6 | 

Onetapmobile 

: b 6 ‘US (New York) 


‘US (Germantown) 


APARO000005467 


Dial by your location _ 


US (New York) 
'US (Germantown) 


US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 


APARO000005467 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 1 8EF4CC6952F65F80-SANTOSMR] 


Sent: 5/7/2020 3:19:46 AM 

To: ae b6 —_i Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=fib7b8fe4 739478bb17840c56902718a-lowyd]; 
eee DO. Arvin, Ann [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3bbf6108d53148f684dad333fce983de-aarvin.stan]; Beth Bell 
ae cee Ban 
ee eee Haynes, Barton 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5d4a05845b5b4069ad0447fb60ebfa79-hayne002. me];} b6 ; 
ecto DG. 3 Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Michael, Nelson L CIV 
USARMY MEDCOM WRAIR (USA) (UT bed; Messonnier, Nancy (CDC/DDID/NCIRD/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group piensa cde cauicemcids 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9cc56fdbe4598a57b423d484dcf9f-offit.email];; => be 
Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

DoE ee Berle eae d7a87d49ccba4e3caafSeb5d3586b1cc-Jonathan. Se]; 


SSS Saal SS StS Salem meni emrmiae |. - i o. ” Peia aera Caine rebar e eseraimiseSiSTeIacay 


cc: Tolman, Brett ‘BrolmenGUeloite: com Austin, Sarah ata) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= Ft tele al tence a -austinsj]; 


“Group ([FDIBOHFISSPDLT enc Se a Kozlowski, Mary 
(NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; 


bef Cohen, Miron T/o=ExchangeLabs/ou=Exc ia mane up tttstCS~S~;7«7;] : 


[/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= a ebf7a8eb8dd541b2883a966ea5afda09- GRUBER. fda]; Gurunathan, Sanjay 


[/o=ExchangeLabs/ou= Evchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf42 66bffc8d94988f5715-kneuzil.som]; Robb, Merlin 
[/o=ExchangeLabs/ou=Exchange Administrative Group, 
PIB OnE or DEN ae Recipients/cn= 17bbdb1e858542e7b5959ec7aeb7679a- mrobb. hivre]; i b6 i 


fate tace tm rmretmsesermrmamanrmcesmrmieresmcmsmsmenranmeeom aps 


Administrative Group (FYDIBOHF23SPDLT)/cn= Sera Ri UNE Ths ik emer eae) 
Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ceca ceeaha clea el epzee/ Os); 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 


APAR0000006228-2442531 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Kim, Elizabeth 
[elkim@deloitte.com]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b 750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@DELOITTE.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Stratton, Benjamin [bstratton@DELOITTE.com] 

Subject: REVIEW REQUESTED: Covid-19 human challenge model perspective outline; also Vaccines WG meeting notes 

Attachments: SARS-CoV-2 Controlled Human Infection Model in Support of Preventive Vaccines Outline.docx; controlled human 
infection model references.zip; 2020-05-05 Working Group meeting Summary Notes.docx 


Dear Vaccines Working Group (and cc’ing other Sub-Group members), 


Thank you for your participation in yesterday’s Vaccines Working Group meeting. Summary notes kindly prepared by 
the science writer that supports our group are attached. If you have any additions or edits, please feel free to pass them 
along. 


As we discussed at the meeting, an important new deliverable for our Working Group is a perspective on the scientific 
and operational obstacles for developing a COVID-19 human challenge model on a relevant timescale. A small team 
from the Vaccine Clinical Trials Sub-Group has taken on that responsibility, with our gratitude. 


Please review the attached outline. The team has a particular question about how much substantiation of the points 
being made is necessary. The team is also contemplating which audiences to target and the best ways to reach them. If 
you have suggestions or feedback on the outline, or perspectives on these questions, please share them with 

us. Existing papers on this topic are attached in the zip file for your reference. This will be an important agenda topic at 
our next Working Group meeting on Monday, May 11, 12pm ET (9am PT / 6pm CEST). 


We look forward to continued engagement as we forge ahead on the path to support accelerated vaccine 
development. Please reach out anytime with questions or suggestions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate View President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, May 5, 2020 2:44 AM 
Subject: Agenda and Materials for ACTIV Vaccines Working Group meeting: Today, 5 May 


Dear Vaccines Working Group, 


We are looking forward to our next Vaccines Working Group meeting with you, today (Tuesday) at 12pm ET (9am PT / 
6pm CEST). The key agenda items for our meeting are: 

e Review new mandates for the Working Group 

e Discuss pathways to approval/authorization using correlates and other evidence 

e Share ACTIV external communications approach 


APAR0000006228-2442531 


The slides that we will use during the meeting are attached, with some additional slides drawn from the presentation 
Marion Gruber shared (attached in full in Friday’s notes) in an appendix for reference. 


We also want to share an update related to the first agenda item. The Vaccines Clinical Trials Sub-Group met for the 
first time yesterday (Monday). Much as we anticipate the master protocol trial doing, we rapidly enrolled participants 
(though perhaps with limited informed consent) in this Sub-Group; the roster as of today is attached, with some 
additional invitations pending. We have also attached the notes from that meeting. 


As always, please do not hesitate to reach out with any input or questions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Associate Vice President, Scicace | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Sunday, May 3, 2020 5:45 PM 
Subject: Vaccines Working Group important update: Clinical Trial plans 


Dear Vaccines Working Group, 


Yesterday evening there was an exciting expansion of the opportunity for the Vaccines Working Group to contribute to 
accelerating vaccine development. We learned that there will be US government funding for a master protocol phase 
2/3 adaptive vaccine efficacy trial, with provisions to add and drop vaccine candidate arms over time. 


The Clinical Trial Sub-Group (slight name change) will be tasked with supporting this master protocol trial, including the 
protocol and the networks/sites implementation. The goal is to have this trial ready to start by July 1, though there may 
be an opportunity to start in June if the work can be completed by then. 


This is a significant expansion of scope for the Sub-Group. Given the magnitude of this responsibility, we will be asking 
for additional representation on the Sub-Group and pulling in expertise, including some of the master protocols experts 
that have been writing the ACTIV therapeutics protocols. The first meeting of the Sub-Group is tomorrow at 10am ET 
(7am PT / 4pm CEST). 


We will also discuss this at the Vaccines Working Group meeting on Tuesday at 12pm ET (9am PT / 6pm CEST). Please 
don’t hesitate to reach out with any questions. 


Best regards, 
Mike, for the Vaccines Working Group 


Michael Santas, PhD 
Associate Vice President, Science 
Foundation for the National Institutes of Health 


APAR0000006228-2442531 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 8:53:34 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
etapa Co DECLAROR. fd]; Mark Eisner 


(NIH/NIAID) [E] for Eichanuelabelouk Exchange Administrative Onin 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= iso ch de 527b160038004a199ae6e0bac2226099- peadsal Amanda Peppercorn 


(EVDIBOHF23SPDLT)/ene Recpients/on= a583eced842c4d4b 1 8bb6fcd3820bee?1- sliced: fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= tg amend ara lea Vincent, Michael 


cc: Mary Biggs : i 


Tountas, Karen (FNIH) [T] [/o= eee Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

Ra oie eet ciel A Herplents/ca 306b2244466140faa95aaaafe06ebd70-parkeras]; Butcher, Tina 


oats bé js Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reeipientafens cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{FYDIBOHF23SPDLT)/cn= Recipients/cn= 279e14fa7428415bb86087d08b628e6f-melencioc]; Goffeney, Robertta 


eancoctaan ss <1 ne 
Subject: ACTIV TX-Clinical Master Protocol Subgroup #15 
teection! akc = RENEE 
Start: 5/11/2020 5:00:00 PM 
End: 5/11/2020 6:00:00 PM 


Show Time As: Tentative 


APARO000017253-2442793 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Scott Berry; Angus, 
Derek; Meredith Buxton; Patterson, Amy (NIH/NHLBI) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Goffeney, Robertta 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


FO teh rc ee | 
Meeting ID:} | eee be 

Password:}....b6 | 

One tap mobile 

b6 ‘US (New York) 


iUS (Germantown) 


US (New York) 
‘US (Germantown) 


'US (Chicago) 
‘US (Tacoma) 
‘US (Houston) 


ee (San Jose) 


Meeting TDL 
Password: 


APARO000017253-2442793 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 5/7/2020 8:53:35 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
i ___§ Collins, Sylva (FDA/CDER) 
1; De “lar, R. Angelo (FDA/CDER) 


NIF7NIAID) TE 


(FDA/CDER) 


' Patterson, Any (NIH/NHLBI) (Eli 
iKim, Peter (NIH/NIAID) [E] f-~ 
i Elizabeth (NIH/NIAID) (elt 


cc: 
Tountas, aren (FNIH) [T] oak onl Wachtel, Jonathan eg a at Elizabeth Kim 
{elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reripient ich 306b2244466140faa9saaaafeOGebd70- -parkeras]; Butcher, Tina 
Subject: ACTIV TX-Clinical Master Protocol Subgroup #15 


Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_11May2020 Meeting Guide.pdf; Adapt Out COVID Overview051120.pdf 


Location: i b6 


Start: 5/11/2020 5:00:00 PM 
End: 5/11/2020 6:30:00 PM 
Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 


(NIH/NHLBI) [E]; Smith, David; Kim, Peter (NIH/NIAID) (ej; Eron, Joe; Higgs, Elizabeth 
(NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, Monika [JRDBE]; Woodfall, Brian 
[JRDUS]; Van Heeswijk, Rolf [JRDBE]; Mellors, John W 
Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Eron, Joseph J Jr; Javan, Arzhang 


(NIH/NIAID) [E] 
Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for today’s call. We will be discussing the statistical simulations the group has put 
together for ACTT-3, as well as we will have a presentation from the ACTG group on their outpatient master protocol. 


APARO000019621-2442432 


Thanks, 
Stacey 


b 6 :US (New York) 
JUS (Germantown) 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
US (Tacoma) 
‘US (Houston) 


/US (San Jose) 
‘US Jose) 


Meeting ID:; b6 
Password: ; ~b6 


APARO000019621-2442432 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 5/7/2020 8:56:22 PM 


To: Eric Hughes } 


Christine (NIH/NCATS) [E] [/o= anche aa Exchange Adrainistracive Group 
MALES a grad OLAS seen, bet 4b7e84cce098457896b2df19fa172c87- ee Young, John 


“568 Koroshetz, Walter (NIH/NINDS) ce] 
‘[/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_AFYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 labal6353b96cff8ca9- ehiggs]; Carlos O Garner 


1 bdo eked bs i; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cnzRecipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Reclpiants/ell= 5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Hee Exchanselabe/ou Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


Pec ae ae OTS On 28 oe ak | Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup #9 
Location: i b6 
Start: 5/12/2020 5:00:00 PM 
End: 5/12/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla; b6 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH ) [T]; Melencio, Cheryl (FNIH) [i]; Lucas Smalidon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]} b6 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APARO000017252 


Password{ b6f 
eh Ck eos US (New York) 
iUS (Germantown) 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
Meeting ID:} b6 
Password 6 
Find your local number: b6 


APARO000017252 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 8:56:23 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414- ademms\ 4; Eric clei 


cc: 
Parker, Ashley (NIH/OD) | Hesegacqgese ie cearenie Administrative Group 
ee on daeleneh ie ci aaah del ig a Wholley, David (FNIH) [T] 
IVS (eV i 

Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Oe 

fr a iia ae eMN I. NRT aen te immune mnaNTS 

Start: 5/12/2020 5:00:00 PM 

End: 5/12/2020 6:00:00 PM 

Show Time As: Busy 

Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 


Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth Pe) (E]; Carlos O Garner; Goff, David UA eleeae (E] 


Optional 
Attendees: 


b6 | 
Meeting ID: 6 
Passwords “BE” 
One tap mobile 
facile? nua autir ae ORO bes (New York) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 8:58:52 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= sarees Ey Eanes Administrative Group 


= ~}LaVange, Lisa Mi 


(FYDIBOHF23SPDLT)/cn= pence 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EXDIRONE 22902 cuiicn-Recipients/cn 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 

i i; Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEVBIBOHESSSBDLT ene Recipients/cn= a583eced842c44b18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= oo Exchange Administrative Group 


[Mrmr mrmememrme meme m minim imimimrarmsmsmnmsmemememnmnmn b Wung, F Peter /US! i : Karen Lynn Bigce 


[ } Scott Berry 
! [Angus Derek;" “yp Meredith Buxton 


cc: Mary Biggs : b6 | De Demarcus! b6 } Macone, Erin; b6 i 


Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Gredp 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa9Saaaafed6ebd70- parkeras]; Butcher, Tina 


“(FYDIBOHF23SPDLT)/en= ev dienis/ene wide 02+ 284 14nasaebeosede 7/257. whellevdl; Melencio, Cheryl! (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= =279e14fa7428415bb86087d08b628e6f-melencioc]; Goffeney, Robertta 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #16 
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Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Syiva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Scott Berry; Angus, 
Derek; Meredith Buxton; Patterson, Amy (NIH/NHLBI) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Goffeney, Robertta 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 8:58:53 PM 
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AEYDIBORE 22 50D EN) /coehecipients/en- avid (PNB) (Bnd parkeres|/eateher, Fite 

2 A es | Wholley, David (FNIH) [T]i  b6__} Melencio, Cheryl (FNIH) [7] 

b6 “Forster, Katherine; 6 : 

Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #160 
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Start: 5/13/2020 5:00:00 PM 

End: 5/13/2020 6:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Esserman, Laura; Higgs, Elizabeth (NIH/NIAID) [E]; James Palazzolo; Burgess, Timothy; Beumont- 
Mauviel, Maria [JRDUS]; Peeters, Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Chery! (FNIH) [T]; Forster, Katherine 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 9:04:21 PM 

To: 


bs Eychanaclabefed= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Bisel pienisren- Ob teasoab 28 aba: Ose nv eclieca: ehiggs]; Carlos O Garner 
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(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42#897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp); Alvarez, Rosa 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= eisai tial sees embnoUe7 Webb 2beat miclemeioe: Lucas Smalldon 


Bee ne IDO a ee el i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: -ACTIV TX-Clinical Agent Prioritization Subgroup #10 
Location: b6 
Start: 5/14/2020 5:00:00 PM 
End: 5/14/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 
Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 


Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] pa tacit ncasaectnedlSisianslntivanateliese ia 
Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;} b6 i 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) {T]; Lucas Smalidon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) (E; CC b6——OS 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 9:04:22 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ACaRT TOG) Dore eo ve It LOCOe ase ae adamsj4]; Eric ble 


(FDA/CDER); b6 “T Poole, waka a, cs “y Buchman, Tim 


cc: 
Parker, Ashley (NIH/OD) ] [/o= aces Exchange Administrative Group 
ee deehsneh hil s0eb 2 2 po ti bleasensastebepd7 0 parkeras]; Wholley, David (FNIH) [T] 
INTA/NINDS) TE] Be 
Account [FNIH ae ee 

Subject: ACTIV TX-Clinical Agent Prioritization Subgroup #10 

Attachments: IL-6 Trial Information. pdf; ACTIV — Therapeutics Clinical Agent Prioritization Sub Group_14May2020 Meeting 
Guide.pdf; -v4.docx 
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Start: 5/14/2020 5:00:00 PM 

End: 5/14/2020 6:00:00 PM 


Show Time As: Busy 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla; i! ee Oe ess 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, | Cheryl (FNIH) (ti: Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]i b6 i Dana Carluccio; Rose Li Central Account 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for tomorrow’s call. We will use them to follow up on our conversations from 
Tuesday, and well as discuss next steps. 


The materials include: 

1. Meeting slides for tomorrow, which have both the updated Agent Prioritization Criteria and Weighted Scoring 
Rubric for your review. Please take a look and see if Elizabeth and | captured all your thoughts from Tuesday. 

2. Slides with Status of IL-6 trials for three agents in the clinic. Please take a look at these slides and see if this is 
the type of snapshot information you have wanted to be able to pull for any given agent as you review. While 
| know there is some desirable information missing, such as RCT vs. uncontrolled trial, if it looks good, feel free 
to play around a bit more with the tracker from Oxford that | pulled the data from: 
http://covid19.trialstracker.net/data_viz.html. What | am hoping to understand is if there are publicly available 


sites that can help fill our data aggregation needs until we can potentially get access to others that maybe more 


APAR0000020547-2443870 


comprehensive. For comparison to the Oxford site, you can check out the Cytel site which maps the trials to 
given countries, but only shows intended accrual and not current accrual like the Oxford site: https://covid19- 
trials.com/. The challenge is likely that we may need a couple sites to fulfill the information that we need, but it 
would prevent us from reinventing the wheel that other maybe creating already. | will continue exploring 
options, but thanks for reviewing. 

3. Finally, as discussed on Tuesday, the preclinical group and our team have worked to put together a first version 
of the company survey/RFI that we would use for multiple purposes: 1) to do specific information solicitation on 
high priority compounds that this group wishes to score, 2) to have any company or group who has submitted 
an agent for your consideration populate this so we are working on the right data, and 3) potentially to doa 
broad company solicitation of additional compounds that the companies would like to have considered for 
testing. 

Please review and let us know if this has all the questions you would want to see to ensure that we will have 
the right data to review for our high priority compounds. We have worked to balance being thorough with 
making sure it is not too onerous for a company to fill out. Please let us know if you have any amendments or 
additions. 


Thank you for your review of these materials. We look forward to a productive call tomorrow. 


Thanks, 
Stacey 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 9:06:17 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Pe oe DECLAROR. fd]; Mark Eisner 


b6 ; Sandeep 


; Proschan, Michael 


(NIH/NIAiB) fE} [/o=Exchangelabs/ou=eExchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


i b6 : Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOHED3SP DLT) /cncRecipients/cn= a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= sere sant gal Exchange Administrative Group 


‘ ‘} Meredith Bliston 


cc: 
(FYDIBOHF23SPDLT)/cn= spurs ternaiir ak. reid ate lneenie prey -tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
ie OnE ee Ein pientsy a 306b2244466140faa95aaaafe06ebd70-parkeras]; Butcher, Tina 
oe b6~—S i; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOHED3SPOLT) /oncRecipients/cn= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Replenish 279e14fa7428415bb86087d08b628e6f-melencioc]; Goffeney, Robertta 
rn. | 

Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #17 
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End: 5/15/2020 6:00:00 PM 


Show Time As: Tentative 


APARO000017249 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Scott Berry; Angus, 
Derek; Meredith Buxton; Patterson, Amy (NIH/NHLBI) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Goffeney, Robertta 


Stacey Adam is inviting you to a scheduled Zoom meeting. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/7/2020 9:06:18 PM 
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i; Butterton, Joan! b6 _& Collins, Sylva (FDA/CDER) 


Judy Currieri De ‘Claro; R. Angelo (FDA/CDER) 
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Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #17 

Attachments: ACTIV Therapeutics-Clinical MP Subgroup_15May2020 Meeting Guide.pdf 
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Start: 5/15/2020 5:00:00 PM 

End: 5/15/2020 6:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 
Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 
Join Zoom Meeting 
Meeting ID; 


Password: } 
One tap mobile 


APARO000020545 


b 6 ‘US (Chicago) 


US (New York) 
Dial by your location 
‘US (Chicago) 
‘US (New York) 
‘US (Germantown) 
US (Houston) 
‘US (San Jose) 
‘US (San Jose) 
i ‘US (Tacoma) 
Meeting ID! "bé 
eH Sa te eee Nee ee 
Find your local number: | b6 


Licivetininicetnr nian iaininrmvaimiaenin aserarsiaeninvecmiatniataesrnimieenimeavesieat 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/7/2020 9:08:27 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
KENDIBOHE 2 SSEDET en Meciplen/ch= c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 

i, Gottesdiener, Keith 

“i. i Judy Currier 


[/o=ExchangeLabs/ou= aor Adthinisteative Group 
beaeal eee aac Cee Ug BR Levy Elhot ee m]; Kim, Elizabeth 


“Administrative Group BISON EesPbinien Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4. proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= jonbukcaeua aaa sedis Administrative Group 


i b6 ; Garner, Carl f b6 5 ieee Elizabeth (NIH/NIAID) [E] 


[/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
por a. Recipients cn= 4b7e84cce09845 7896b2df19fal72¢87- eolvisl Desrosiers, Betsy 


5 O= = EGgHBRBSLSBRTOUEENEHSABE AUministrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

Oboe es dee Palas Seba sse gba jo! cone 7<baa0- drl.helix.n]; Young, John 


pEMEG Tina} 


[/o= Excyaneelabe/oue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 


i b6 ']; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
YEYDIBOHED3SPDLT) /crcRecipients/cn=40c04fef6f1e46f5b750753cd5a14'93- -tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 


{jwachtel @deloitte.com]; Tolman, Brett [ptol man @deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


APARO000017248 


Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group eee ; 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio i. ) i Rose 
Li Central Account [FNIH @roseliassociates.com]; Anderson, Margaret [marganderson @deloitte.com]; Lucas 


pe Ce tas ek tes Soa é i; Stratton, Benjamin so a com]; 


[/o=ExchangeLabs/ou= Peaches Adininistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad 1ca74b3e449d8b4f319 1d65bb70f-pattersa] 


Subject: ACTIV TX-Clinical Working Group #6. 
Location: b6 
Start: 5/14/2020 6:00:00 PM 
End: 5/14/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, R082; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin;; ——b6 SSS Milica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 
(NIH/NHLBI)[E] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


| b6 | 
Meeting ID 
Password: b6 _ 
One tap mobile ee ee ene 
‘US (Chicago) 


'US (New York) 


‘US (Chicago) 

‘US (New York) 
‘US (Germantown) 
‘US (Tacoma) 

‘US (Houston) 

US (San Jose) 


Meeting ID 
Password:| 


APARO000017248 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

Sent: 5/7/2020 9:08:28 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= c495c3ee25ca461ba6a829b124062448- DECLAROR.fd]; Draghia-Akli, 

Ruxandra i “_§ Gottesdiener, Keith 

Be i; Judy Currier 


Administrative Group (EYDIBOHF23SPDLT)/cn= sic clcniden jbAsosonbebadeabeReossaaiebbaes proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= RROCIDIGNis (Cs Obata ae Ue? ap leseeruecce a2 “Sylva. Coli); Amanda Peppercorn 


[/o=ExchangeLabs/ou= Exchange Adtinistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ie Sess iali peepee te €8338dd7cdcd432e986961f1548c5ec6- pee Burgess, Timothy 


(NIH/NHLBI) [E] [/o= Evehance abe (Gul “Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
i b6 § Jansen, Kathrin? bé $ Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
_{EYDIBOHF23SPDLT)/cn= Becipienie/ = p4fa7Sfe6e304e34ba56/c66b832baa0- ‘dri. helix. nj; Young, John 
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ARIDIBON E202 ETON Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 
Cerne peer ; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
“TEYDIBOHE23SPDLT)/enz Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina i ale canal eititelagh Administrative oe 


“Tez ExchangeLabs/ou= PreRance Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 


Subject: ACTIV TX-Clinical Working Group #6 
Attachments: FDA Guidance on COVID Trials.pdf; ACTIV Therapeutics-Clinical Full Working Group_ 14May2020 Meeting Guide.pdf 


Location: i b6 


Start: 5/14/2020 6:00:00 PM 
End: 5/14/2020 7:00:00 PM 
Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
(T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Hose) Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 


Dear TX-Clinical Working Group, 


Please find attached the slides for tomorrow’s call to help facilitate our report outs from both groups. If you have any 
additions or amendments to propose, please send them to me. 


The co-chairs will be updating the group on the ACTIV Executive Committee’s feedback and promised actions in 
response to our letter. This will include some immediate next steps for our group on the mAbs master protocol 
discussion. Thank you all once again for this feedback to the leadership. It was well received, and it looks like will elicit 
immediate action on some of the requests. 


in addition, please find attached the FDA Guidance for COVID-19 trials that was released today. You can also find it at 
uidance-documents/covid-19-developing- 


this link if needed: https://www.fda.gov/regulatory-information/search-fda 
drugs-and-biological-products-treatment-or-prevention 
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Looking forward to tomorrow’s call. 


Thanks, 
Stacey 


Join Zoom Meeting 


b 6 iUS (Chicago) 
US (New York) 


'US (Chicago) 
‘US (New York) 


'US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


Meeting ID:: b6 
Password:| b6_: 


Find your local number: | b6 
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cc: 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


5/7/2020 11:25:53 PM 


Vincent, Mike! b6 + Bascles, Lionel: 


[/o= ExchangeLabs/ou= Exchange Adininistrative Group 
DpOnEzes ee Recipients/cn= 214 1b9e28c1a421fb3cle4f75dd4c457- -myron_ cohen]; Corey, Larry 


[/o=ExchangeLabs/ou= ina Adralitceratlve Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808ecasféf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= He es Aa a Sc heroes teccocte car  beed Resnansky, Laura 
i } Stein, Peter (FDA/CDER) 


[/o=ExchangeLabs/ou= Eycianwe Aduiinictrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

OIRO 222: DEN Ceah caplet ir ee Kenny, Dermot 


‘Tox ExchangeLabs/ou= Benange Adrainisteative Group 

Ao Seana eee 172c87-ccolvis]; Hughes, Eric 
[/o=ExchangeLabs/ou= exchange Adinihisthative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eee ee eee 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


Pe asin com]; Canucela: ae Melero; Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Heaton, Penny: 6s James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group 3SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1i-jamesst]; Li, 

“} Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Racipisnts/en= 5001af52dc4a427ea3d34f1e07 2f8cb7-menetskijp]; Santos, Michael 


(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


Loe DO} Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn-Recipients/cn= =cd9e702fcf28414883d0b6996d677257- -wholleyd]; Criffield, Robin 
i b6 Hamilton, Nancy: b6 § Minnich, Beth 
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(EYDIBOHE23SPDCT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman @deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; 


Gime aibinsvmimricetniranscnbromecitiacasyaiamianstaaten “4 


Jintanat Ananworanichi b6 H 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: ACTIV Partnership Leadership Team Meeting 20200506 FINAL CTC WG slides.pdf; Clinical Trial Capacity Working 
Group Meeting Agenda_05072020. pdf 


jetetion! aa © BS GIR hee retains Th mt oe } 
Start: 5/8/2020 1:00:00 PM 
End: 5/8/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; Kurilla, Mike; Nayak, Seema (NIH/NIAID) 
(E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER); Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Garner, Carlos; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; 
Attendees: Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; Anderson, 
Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] foie bee a tes Francis Collins; Gonzalez, Nina; Heaton, 


Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, 
David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] 


b6 i: Thomas, Ashley (FDA/CDER); Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat 


Limretesmrinteresmserarmsmrmrmcmsmracesmemee 


Ananworanich 


Dear Colleagues — Attached is the meeting agenda along with slides that the WG co-chairs, Betsy Desrosiers and Mike 
Kurilla, presented to the ACTIV Leadership on Wednesday. Best, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/8/2020 1:13:16 AM 

To: Eric Hughes b6 * Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrativé Group (FYDIBOHF23SPDLN) /cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia- -AKlii Sk Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Pateli bo i Colvis 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eka ial le Recipients/cn= 4b7e84cce098457896b2df19fa172c87- ee Young, John 


(eYOIBOHEZESPDLAV Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 1aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


[aimee rere rmemrererermrmie erm rmrmirmrmrmrmrmemrny 


IT ees te bt + Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=036113¢7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carla! 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= pice Mar te) bRsove 7 dbsbertcel melendcel: Lucas Smalldon 


Administrative Group (FYDIBOHF23SPDLT)/cn= p cine aiead ice teaneay-aodeuie raosbaaz9a0. walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: RE: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #8 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find below the action items from today’s meeting. Keith has already been kind enough to follow up on his and let 
us know that Allergan does not have another study planned at this time. 


As for the other Sarah, Eric, Elizabeth, and | will begin working on a strawman for this team’s review next week. 


Thanks, 
Stacey 
Action Items 
_ Information POC 
1 Learn whether CCR5 cenicriviroc is planned to go into another trial Keith Gottesdiener 
Sarah Read, Eric 
2 Amend/create materials needed for revised scoring process Huehes, 
Stacey Adam, 
Elizabeth Kim 
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Stacey J. Adam, PhD 

Director, Cancer 

Research Parinerships 

Foundation for the National Dastitutes of Health 


fi Mobile: b6 


inte te etree teeter remind 


Donate to the FNIN’s Pandemic Response Fund to combat COVID-19: {nib ore/pandemic 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/8/2020 2:20:33 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= ra eae ee PXa)anee Administrative Group 


(NIH/NIAiB) [E] [/o=ExchangeLabs/ou= Exchange Administrative raroue 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


Ede Jel ta ee be § Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/en= Recpients/ori= a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= aaehermy ae Exchange Administrative Group 


cc: Mary Biggs: ; Macone, Erin! 
Tountas, Karen (FNIH) [T] [/o= Soca Exchange Administrative Grelip 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafe06ebd70-parkeras]; Butcher, Tina 


id b6 ss ; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOHE23SPDLT)/cnzRecipients/cn= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: Material for ACTIV TX-Clinical Therapeutics Master Protocol Subgroup Meeting #14 

Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_8May2020 Meeting Guide.pdf; ACTIV Therapeutics Clinical MP Sub Group 
8May2020_Meeting Agenda.pdf 


Dear ACTIV TX-Clinical Therapeutics Master Protocol Subgroup, 


Please find attached the agenda and slides for our portion of the meeting tomorrow. As you will note, the first half of 
the call will be the REMAP-COVID team presenting to our group. 


Thanks, 
Stacey 
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Stacey J. Adam, PRD 


THreetor, Cancer 
Research Partnerships 
Direct: | b6 | Mobile: } b6 


Join Zoom Meeting 


b6 

Meeting ID:;b6 

ca ee 

(One tap PODS Toes ial 

| b 6 | US (Chicago) 


: US (New York) 


means cet e 
‘US (New York) 


‘US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


| gummed JS. (San Jose) 
Meeting ID; b6 
Password:! be) 
Find your local number: b6 
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From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Location: 


Start: 
End: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/8/2020 2:20:43 AM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Se DECLAROR. fd]; Mark Eisner 


~ | Proschan, Michael 
(NIH/NIAID) [E] [70 ss 
(FYDIBOHF23SPDLT)/cn= pees 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


lac sella el ae dierel lead 527b160038004a199ae6e0bac2226099- keedse Amanda Peppercorn 


(EVOIBOHES3SBDLTI Jens Recpienis/en= a583eced842c44b 1 8bb6fcd3820bee21- Siked fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= see Racial Gat Toe) BeOrs 263 dL 2o ecto b gee LO-gotide); Vincent, Michael 


b6 i Karen oe Price 


(FYDIBOHF23SPDLT)/cn= nec inie ween edge etcHaace uso vescuaia oa: -tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Butcher, Tina 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

[EYDIBOHE 2 SE PLT/cn Recipients/cn= 279e14fa7428415bb86087d08b628e6f-melencioc]; Goffeney, Robertta 


ACTIV TX-Clinical Therapeutics Master Protocol Subgroup #14 
ACTIV Therapeutics Clinical MP Sub Group 8May2020_Meeting Agenda.pdf 


5/8/2020 5:00:00 PM 
5/8/2020 6:00:00 PM 


Show Time As: Tentative 
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Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Syiva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Scott Berry; Angus, 
Derek; Meredith Buxton; Patterson, Amy (NIH/NHLBI) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Goffeney, Robertta 


Dear ACTIV TX-Clinical Therapeutics Master Protocol Subgroup and Invited Guests, 


Please find attached the agenda for our portion of the meeting tomorrow. As you will note, the first half of the call will 
be the REMAP-COVID team presenting to our group. We are looking forward to hearing more about their efforts. 


Thanks, 
Stacey 


b6 'US (Chicago) 
US (New York) 


Dial by your location | 


‘US (Chicago) 
‘US (New York) 


! ‘US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


Meeting ID:, D6 
PASS WOE 8 NG ee ted sacs aes lesa 
Find your local number: b6 
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From: Read, Sarah (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=527B160038004A199AE6EOBAC2226099-READSA] 

Sent: 5/8/2020 3:07:23 PM 

To: Koroshetz, Walter (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV antivirals 


Yes, that is correct Walter. Our plan is to have closer coordination with the ACTIV preclinical group as well as Gates with 
Mike Poole in our group for future rounds of prioritization to make sure we have the most reliable data available. 


Sarah 


Cc: Read, Sarah (NIH/NIAID) [E] : b6 | 
Subject: ACTIV antivirals Devecencen sencescensmcanemsmeansmssmcansmemcascmsmomemsmememed 


Dear Francis 

Sarah can correct me, but our ACTIV group was not confident about the potency claims of the different antivirals. For 
some compounds there were disparate reports, off by factor of 10 or more. | think this is the major reason we did not 
put an anti-viral forward in the first go around. 


We understand that there are at least two standardized assay systems set up to compare 100’s of antivirals (1 thought 
Gates foundation in Leuven and another in US). We are hoping that this will give data in that would enable us to choose 
among the many. Just need to ensure that the ones that come to us can be tested in these standardized assays. 


Walter 


Walter J. Koroshetz, M.D. 
Director, National Institute of Neurological Disorders and Stroke 
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From: Wachtel, Jonathan [jwachtel@DELOITTE.com] 
Sent: 5/8/2020 3:11:02 PM 
To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{PY DIBOHF 239° DLT )/en= Reel lente yen f0cta tater Letersh/e0/escdaa ies ee Vincent, Mike 


[/o=ExchangeLabs/ou= Exchange Adininistrative Group 


i DG __: Desrosiers , Betsy ‘isberh des ode@menkcon: Dickens, Jim iNieReATS) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o= Hiei ad polls Administrative Group 


[/o=ExchangeLabs/ou= exchange Administeative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= aaa caper eel acceler cla csizemore]; Kenny, Dermot 

+ Colvis, Christine (NIH/NCATS) [E] 


Fee me aey ee Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Berne t= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


tp dcieecapctdnats at) earn eer i. Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= Recipients/cn=dcd875f0679648859e1cf101c0943414- adamsj4]; Anderson, Margaret 


[marganderson@deloitte.com]; Carluccio, Danai are b6 + Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 


[/o= eopiebntee Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Group (FYDIBOHF23SPDLT)/cn= eae 5001af52dcda427ea3d34f1e072"8cb7- sasneetich Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AFYDIBOHF23SPDLT)/cn= Recipients/cn= a i eb eae oa ada santosmr]; Tuvesson, Nancy 


Loi eiemiintneatstemems meme minresntmiaimr menial atarainemin: mesrmrmiaretmimeninet 


‘Group (FYDIBOHF23SPDLT)/cen= serena fi cd9e702fcf28414883d0b6996d677257- wholleyd]; Criffield, Robin 
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[pminnich@fredhutch.org]; Katz, Rebecca NIH /NCATS) [E] [/o=ExchangeLabs/ou= ene Adeniniseestive Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman@deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group ye lila oe Popeia 2¢8291f38ec342f895243c0617e115ec-victoria.da]; 


Merete eee ememamegyeterete meme smemen 


Subject: RE: ACTIV Clinical Trial epi Working Group- reporting meeting 
Attachments: Network Inventory Master Spreadsheet 05082020.xIsx 


CTC WG Members- 


Please find the most current Network Inventory spreadsheet. If you look at the bottom rows on the tab titled ‘Other’ 
you will see both the CROs and SMOs we are currently tracking. Let me know if you have others to add to this list — 
please include contact info as well. 


Laura/Betsy — can you send me the POC/email for the following CROs, even though you will send direct to your contacts. 
| don’t have them in my tracker. 


e ICON 
@ PRA 
SYNEOS 
® Parexel 
THANKS!! 


Jonathan Wachtel 

Deloitte Consulting LLP 
Tel/Direct: +2 302 275 S249 
www delolthe cam 


Sent: Toceday, April 14, 2020 6: 40 PM 

To: Tountas, Karen (FNIH) [T]; Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim 
(NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James (OS/ASPR/BARDA); Kurilla, 
Michael (NIH/NCATS) [E]; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manizhe (NIH/NIAID) [E]; 
Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; Woodcock, Janet (FDA/CDER); Qashu, 
Felicia (NIH/OD) [E] 

Cc: Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Garner, Carlos; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; 
Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; Anderson, 
Margaret; Carluccio, Dana; Melencio, Cheryl (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Gonzalez, Nina; Heaton, Penny; 
James, Stephanie (FNIH) [T]; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Tuvesson, Nancy; Wholley, 
David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Katz, Rebecca (NIH/NCATS) [E]; Thomas, Ashley 
(FDA/CDER); Stratton, Benjamin; Tolman, Brett; Victoria Davey; Jintanat Ananworanich 

Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

When: Friday, May 8, 2020 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US & a 


APARO000006524 


Dear Colleagues — Attached is the meeting agenda along with slides that the WG co-chairs, Betsy Desrosiers and Mike 
Kurilla, presented to the ACTIV Leadership on Wednesday. Best, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


US (Chicago) 
US (New York) 


‘US (Chicago) 
US (New York) 
US 
‘US (Houston) 
US (San Jose) 
iUS (San Jose) 


Password: b6 


Find your local iiuimber: | b6 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/8/2020 4:44:11 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


a J; Goff, David (NIH/NHLBI) [E] 


ayak, Seema (NIH/NIAID) [E] | _ 
1; Qashu, Felicia (NIH/OD) [E] 


‘i, Sizemore, Christine (NIH/FIC) TE 


b6 


ee “Criffield, Robin be » Ter onNane 


ee Te ee PE ee eee ere eee ee 


ier tekietietieia 10 Pomaiebin cerraceacaieabaaceh achat elie eT 


ero ee pe Lea ere WP eae ae Qu 


bo. 2.2. pravanunarararunanararunanararananaranane arte 


ei oa “Hill, Zoe (NIH/NHLBI) [CY gg Aaah, SCV TENIN) [T]{ BO 


ebitsearws gious mvtemsmeais sn; eee eee 


i James, Stephanie (FNIH) [T]} 
 Menetski, Joseph (FNIH) [T]i~ 


Pieter remiereemeemrmemesmememi term smsmem sme eee smrmemen: 


“= santos, Michael (FNIH) [T] 
|; Wholley, David (FNIH) [T] 


=" Hughes, Eric 


| Jansen, Kathrin: 


paitcatnsccatmtacusutasmcnrasat Lncensenrmnsmpensesresmemsmememsmem sense 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

Attachments: Untitled Attachment; Untitled Attachment 
Location: H b6 
Start: 5/26/2020 1:00:00 PM 

End: 5/26/2020 2:00:00 PM 


Show Time As: Busy 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 
Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 
Attendees: Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) 
[E]; Payton, Manzine; Qashu, Felicia; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, Badhri; Stein, 
Peter (FDA/CDER); Vincent, Mike; Wachtel, Jonathan 
Optional Criffield, Robin; Hamilton, Nancy; Melencio, Chery! (FNIH) [T]; Minnich, Beth; Mueller-Reichenstein, Petra; Quadros, 
Attendees: Nora; Rebecca (NIH/NCATS) Katz [EJ]: D6 Zoe (NIH/NHLBI) Hill [C] 
Stacey (FNIH) [T]; Anderson, Margaret; Ashley (NIH/OD) Parker (E]} b6 iCarluccio, 


a” He Dana; 
Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); 
Tuvesson, Nancy; Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, 
Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. We’ll 
assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 


Join Zoom Meeting 


APAR0000020525-2443331 


Pete ietetehtetatiaty Steet eee 


One tap mobile 


b6 ‘US (Chicago) 
‘US (New York) 


Pectin emer smrmse eee 


‘US (Chicago) 

‘US (New York) 
‘US (Germantown) 
‘US (Tacoma) 

‘US (Houston) 

'U S (San Jose) 

iUS (San Jose) 


Password 


Find your local number! b6 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: 5/8/2020 8:00:21 PM 


To: | b6 | 


eh iain sein eiaimrmunenimindS Sicsoi Riana ae pesefee Si amieersca ei di mi mreemiaigrcmpnssenidia eiemasenmiaimiaiaiorqsai aj erqimresSiniaimimiarnsmieia mien eras eiaioedaiSia dis aiaisiaimisiaimianaaisiaiaiaia i 


i ee. b6 'Baric, Ralph [/o=ExchangeLabs/ou=exchange Administrative Group 
(FYOIBOHE23SPDLT) /cn=Recipients/cn= 48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 
i b6 : Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
{NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn= 8a5ace9923ae415aa3d85ac09ch76f85- DEMINGD. fda]; 


te ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

{IDIBOHEZISEDET (ens sa en lg f6e22f801f9146ef90116c43 11c6f3ee-Peter. oll Rao, Srinivas /US 


cc: Diamond, Michael ; i | Florence, Clint (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (EVOIBOHERSSPHLTY/en= Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fal 72c87- ccolvis]; Desrosiers, Betsy 
: “t § Jansen, Kathrin 
i bb i Kurilla, Michael (NIH/NCATS) {E] [/o=ExchangeLabs/ou= Exchange Administrative Group 
TFEYDIBOREZS5PDLT)7/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8di-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@ deloitte. com]; Tolman, Brett [btolman@deloitte.com]; Wachtel, 


SNS | ae 4 Dana Carluccio § i Lagos, Enrique (NIH/NCATS) 


8] [/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
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(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 


benno PB enna Dave Frankowsl OO 

Subject: May BA ACTIV Preciinical: working group ACTION ITEMS 

Attachments: ACTIV PRECLINICAL_Animal Model Inventory_20200507.xIsx; Antiviral expert names.docx; Small animal models d1 
MD.pptx 


Dear Preclinical Working Group attendees, 
Thank you for an interesting a productive meeting today. It really is a pleasure working with you. 


We are working on the minutes, but | wanted to distribute the action items so that you can get started on the items that 
need your input. 


1. Joe and Rosa to send the animal model inventory excel file to the Preclinical working group and to the leads of 
the Vaccine working group to review. Specific request: ensure that the all columns needed for prioritization and 
analysis are captured. (It is easier to take columns away versus adding them after we begin collecting data) 


2. The Preclinical WG is asked to provide any concerns about proposed members of the in vitro expert panel to Joe 
by this evening (Saturday afternoon at the latest). If no objections, then Joe will send a letter of invitation to join 
the ACTIV expert panel and begin to setup an initial meeting. 


3. Michael Diamond will draft a 1-2 page preclinical asset review sheet (for expert panel review) before the end of 
the weekend. Joe will send the draft to the Preclinical WG to provide additions from the animal model working 
group as well as anyone in the WG. This initial in vitro/ in vivo preclinical asset review sheet will be used as a 
starting point for the expert panels to modify. We will use this to begin setting up an input form for the needed 
data by potential sponsors. 


4. Industry members of the working group will suggest people with CRO or industry experience but currently non- 
conflicted positions to the in vivo expert panel. These will be added to the NIH and academic suggestions by Dr 
Jim Anderson. 


5. Jim Anderson and Chris Austin will work to obtain a view into all the NIH datain the publication portal supported 
by the office of portfolio management. 


6. Joe will share the slide from Mike Diamond on the cross subgroup information. 
Best regards, 


Joe and Rosa 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:48 PM 


Ce: plane: Michael; Florence, Clint IMiPNIAIONTE ]; Wholley, David (ENIH) [T]; Simon, Dina (NIH/OD) [C]; Lowy, 
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Douglas (NIH/NCI) [E]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) 
{E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
[T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Rose Li; Dana 
Carluccio; abe Enrique INI PNES TS) [E]; Jonson, amanine (NIH/NCATS) [E]; eoneslets Nina; Burrus-Shaw, Cyndi 


Subject: ACTIV Preclinical working group (Friday ea 
When: Friday, May 8, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Holding time 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


b6 'US (New York) 
:US (Chicago) 


sate teem emer rmeee = 


‘US (New York) 
‘US (Chicago) 
'US 

‘US 

US (Houston) 
jUS (San Jose) 


Meeting | 
Password:! - 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/9/2020 1:17:56 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|] 

Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 

Attachments: ACTIV Executive Committee; ACTIV Executive Committee (ADMINS); ACTIV Working Group Co-chairs 


Dear Dr. Collins: 


Attached are the distribution lists for the Executive Committee and the Co-chairs. | have also listed them below. 


Executive Committee: 


aemanarces caer Wood, Greichen (wiH/OD) E] 


Let me know if you need anything else. 


Cheryl 


Cheryl Melencio 
Administrative Manager, Research Partnerships 
foundation fer the National Institutes of Health 


11400 Rockville Pike Suite G00 North Bethesda, MD 20682 


Donale to the FINEA’s Pandemic Response Fund to combat COVID-19: | g/pandemic 
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From: Collins, Francis (NIH/OD) [E]! 
Sent: Friday, May 8, 2020 7:32 PM 


To: Wholley, David (FNIH) [T] ¢_ 
Cc: Melencio, Cheryl (FNIH) [T]i 


Ashley (NIH/OD) [E]! b6 


Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


: i Tabak, Lawrence (NIH/OD) [E] _ b6 ~~ 


Licata dkntinratasmsmenteemenscenidatmiatarminsaratataracass 


Thanks for drafting this. I’ve made a few edits. Can Cheryl send me the e-mail list for the co-chairs and the 
Exec Comm? 


| don’t think | have seen the letter from the Clinical Therapeutics WG. Is there some chance this invitation to 
convene with the Exec Comm, sent very soon, will encourage them to hold their fire — at least for a while? 


FC 


From: Wholley, David (FNIH) [T]! 


Loe. 


Sent: Friday, May 8, 2020 7:03 PM 


To: Collins, Francis (NIH/OD) [EFC 
Cc: Melencio, Cheryl (FNIH) [T] _!Wood, Gretchen (NIH/OD)[E]i b6é si} 


Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


Dear ACTIV Executive Committee Members and Working Group Co-Chairs: 


Although our first formal ACTIV EC meeting is not scheduled until May 20, | am aware of some concerns that are being 
voiced among our Working Group members. Those focus on the next steps for ACTIV, and especially about 
implementation of the plans these groups have been working so hard to put together. There are also concerns about 
how we should best communicate across our partnership and coordinate with the many parallel (and in some cases 
conflicting) efforts that have emerged elsewhere—including among our own ACTIV members. 


These are all very valid issues, and | believe they should be discussed by our dedicated team sooner rather than later. A 
meeting of the minds is particularly timely now, in the wake of a successful Leadership Team call on Wednesday and the 
establishment just this week of an Executive Committee to guide us moving forward. Therefore, | would like to make it a 
priority that the EC and the Working Group co-Chairs meet early next week to discuss and sync up on these important 
issues. Gretchen Wood on my staff will work with Cheryl Melencio at FNIH to reach out to you to get a suitable 
hourlong set up—a morning meeting would make it easier to include Tony Fauci (because of White House duties in the 
afternoon) and Paul Stoffels (because of European time zones). 


Thanks for all you are doing for the cause, and best regards, 


Francis 


To: Wholley, David (FNIH) [T]: 
Cc: Melencio, Cheryl (FNIH) [Ti 
Subject: Re: do we need an Executive Committee meeting with the co-chairs sooner rather than later? Pi 


That would be great, you read my mind. 


Sent from my iPhone 


APARO000001619 


From: Collins, Francis (NIH/OD) [E]! b6 


Sent: Friday, May 8, 2020 5:04. PM. 
To: Wholley, David (FNIH) [T]} b6 


fea eae aes Ee ee ee) 


Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


Totally agree. Could we aim for a meeting early next week? If it could be in the morning, we’d 
have a better chance to include Tony and Paul. | would make this a very high priority. Can 
Cheryl work on this with Gretchen? 


FC 

From: Wholley, David (FNIH) [T]} b6 
Sent: Friday, May 8, 2020 4:26 BM a cre 
To: Collins, Francis (NIH/OD) [E] ee.) a ee i 


Subject: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


Francis, 

In talking with my team today, the same issues that the TX-Clinical group is writing about came up on 
the Clinical Trial Capacity call: we need better coordination of ACTIV with other external efforts that 
appear duplicative, we need better communications across groups, and above all it is time for us to 
make decisions about ACTIV implementation and to do that we need to understand how that will be 
funded and managed and where this is all going. This is coming from co-chairs and rank and file 
members of these Working Groups, from NIH and FDA and industry members, some of whom are fairly 
highly placed. 


It seems to me we need a forum for a frank dialogue between the EC and the co-chairs to discuss and 
communicate on these issues. The Leadership Team calls are not the forum for this, and it should not be 
coming from me. | am worried that this chorus is going to continue to get louder if we don’t speak 
sooner than our next scheduled EC, which would be May 20. | recommend we seek to set something up 
before then, focused on exactly these issues rather than the usual show and tell. 


David 


David Whalley 

Senior Vice-President, Research Partnerships 
foundation for the National Institutes of Health 
b6 


Rockville Pike Suite G00 North Bethesda, MD} 20452 


fa 2019, the BNE earned the highest rating from Charity Navigator for the fifth consecutive year and 
was recognized as an orpanization that exceeds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/9/2020 2:24:21 AM 

To: EricHughes{  ————sb6~—S—S—S—S™—S—S_sS} Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (YDIBOREZ 35° DET) /cn-Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Aklii,..,-----P8 4; Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel i__ 
Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


Pe he oe eke Occ tenen ase : ! Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Rec iplenes/eh= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
PaO ae eae ee Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; 
Vincent, Michael {777777777 "87777777" keith Gottesdiener{ BB Eliott Lewy 

i b6 : Wung, Peter /US [Peter.Wung@sanofi.com]; Koroshetz, Walter (NIH/NINDS) [E] 


{/oz Euchangelabe/ou- Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= BSelplentsy en Obe tose sae 288 tabas Ose sbebetiecay: ehiggs]; Carlos O Garner 


“EYDIBOHF23SPDLT)/ene Recipients/cn=036113c7be0f42#897d1294cfbb99¢10-goffdc] 

cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group heey ee ee, 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] ; Lucas Smalldon 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: Follow-up from ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #8 

Attachments: 2020-05-07_TX-Clinical_WG_Agent_Prioritization_Committee_Meeting Summary.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Thank you all for a very productive discussion on the re-evaluation of the criteria and how we will approach our next 
cycle of prioritization. Elizabeth and | are working on some materials for your review at our meetings next week. 


For now, please find the formal summary of the meeting attached for your review. Please let me know if you have 
additions or amendments. 


Thanks, 
Stacey 


Stacey J, Adam, Php 
Dre 
Research Partner hips 

ed eco: for the ee bastitutes of Health 


APARO000005457 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/9/2020 2:47:21 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Beep lenticn Cho geoce coedae seas saben veetes DECLAROR. fd]; Draghia-Akli, 
Ruxandra | i 


“1; Hughes, He 


Vee ExchangeLabs/ou=Exchange Administrative Group 
IEYDIBOHE2SSPDEH/en= brad a aets ae ea a m]; ai Elizabeth 


Patel, NaiMishy  cmennneinal Sruneuneuecenenn | Peppercorn, Amanda! CES rn ; Poole, Mike 


i b6 eprdcchart Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 


Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ipients/cn= POD BI Sab bo? Doorea betes sceoe7 ze -Sylva.Colli]; Amanda Peppercorn 


vn nnnng Garner, Carl | i b6 |; Higgs, Elizabeth (NIH/NIAID) [E] 


[/o= Exchanwel absfous Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= pecpien ct 4b7e84cce09845 7896b2df19fal72c87- ceolvisl: Desrosiers, Betsy 


ee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
eRe | SARE } Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cnzRecipients/cn= 279e14fa7428415bb86087d08b628e6f-melencioc]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e07 2f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Tolman, Brett [btol man @deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Anderson, Margaret [marganderson@deloitte.com]; Lucas 


APARO000005455 


Smalldon: et ee eee b6 eee es: i Stratton, Benjamin [bstratton@DELOITTE.com]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Subject: Follow-up from the ACTIV TX-Clinical Working Group #5 


Attachments: 2020-05-07_TX-Clinical_WG_Meeting_Summary.pdf 


Dear TX-Clinical Working Group, 


Please find attached the formal summary from yesterday's WG meeting. | want to thank you all for your candid 
feedback and earnest desire to see this process succeed. All your time and efforts are truly greatly appreciated! 


Some of you have reached out to ask, so | will note, that no, you have not missed the letter that the team is drafting to 
the ACTIV Executive Committee. The group is just working to ensure the best possible case is made for the group’s 
request. We hope to share the note with you all soon for review. 


Thanks, 
Stacey 


Stacey I, Adam, PhD 

Director, Cancer 

Research Parinerships 

Foundation for the National Institutes of Health 
Direct: i 

G i ta 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: tnih.org/pandemic 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/9/2020 7:52:47 PM 


To: Bascles, Lionel 6 : Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
i =Récipients/cn=2i41b9e28c1a421f3c1c4f75dd4c457- -myron_cohen]; Corey, Larry 
1 aed te! bi Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYOIBOHF 235°OLT)/en-Recipients/cn- 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
i Bake yoru ys See DGS as ete et ' Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Reciniente/en= 12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= aid0fb9f055940c39b387cae2485faab6- doreshel Garner, Carlos 
(EVOIBOHEZ3SPDLT)/cnzRécipients/cn=036 fi dea hab piotdaydiis 4 pushes onde Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

dE DIBO HE aor OU Gne se ala 366447a553f44696b2c79484d90e4 1e5- seule Resnansky, Laura 


i Wachtel Jonathan [jwachtel@deloitte.com] 
cc: Colvis, Christine (NIH/NCATS) ‘a [/o=ExchangeLabs/ou=Exchange Administrative Group 
AURAL) sess Rte (AS BeCIRIC Nis Che fbr ce eoezeae ened ete -ccolvis]; Hughes, Eric 


ee ExchangeLabs/ou= Bchanpe Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eyD por zsreruine Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


(EVOIBOFESSEBDLTV OR fleciplents/ene ded875f0679648859e1cf101c0943414- aeaataay Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Fee IE ceo e eau ae Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Carluccio, Dana 

1; Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Gan (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486éd]; 


Heaton, Penny: ss b6 et i James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (EVOIBOHEZ3SPDLT}/en= Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst)]; Li, 
Rose | b6 i; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHE2 35PDL1)/cn= Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ab38ch6836de44e18ef4cc6952f65f80- santosmr]; Tuvesson, Nancy 


i ener i ns ae b6 i. Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Criffield, Robin 
i ];Hamilton, Nancy; | Melencio, Cheryl (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 


(FYDIBOHF23SPDLT)/cn= See 8e2b174d9bf748e9aa5ed901b4c5a3d9- ee Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6el1e0-hillzs] 

Subject: Summary and action items - CT Capacity WG meeting #7 


APARO000006522 


Attachments: Clinical_Trial_Capacity_Working_ Group Meeting 7_Summary_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


ipo 
? 
é 


Attached is the summary and action items for mecting #7 (May 8, 2020) of the full working group. The next full working 
group meeting is scheduled for Friday, May 8 at 9 am eastern time USA. 


Best regards, 
Karen 


Karen H. Tountas, PhD 

Selenite Program Manager 

Poundation for the National Institutes of Health 
fnih ore 


§ ‘ 4 


Donate to the FNIH*s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/10/2020 12:21:23 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= A OI NPNN cca cane DECLAROR. fd]; Mark Eisner 

i tCiOSS~—~S 4 Keith Gottesdiener | 

Jaren mimrarasaversrmerasmeemimrararnraiemakcse } ieVanae: i 2M 


INIH/ NT) [E] [/o=ExchangeLabs/ou= ane Administrative ear 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_A{FYDIBOHF23SPDLT)/cn= ir eli 527b160038004a199ae6e0bac2226099- peadsal Amanda Peppercorn 


EYDIBOHED3SPDLT)/ene Recipients/on= a583eced842c4db 1 8bb6fcd3820bee21- sliced: fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= i cecal came Vincent, Michael 

Karen byan Price 


cc: 4 Macone, Erini 
Tountas, karen (FNIH) [T] [/o= ere -Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= ee Administrative Group 


PE ee A 


b6  Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou= Pen Administrative Group 
(EYDIBOHF23SPDL1)/cn=Recipients/cn= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= ae eels Exchange Administrative Group 


Subject: 

Location: 

Start: 5/11/2020 5:00:00 PM 
End: 5/11/2020 6:30:00 PM 


Show Time As: Tentative 


APARO00001 7237 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Smith, David; Kim, Peter (NIH/NIAID) [E];) } Eron, Joe; Higgs, Elizabeth 
(NIH/NIAID) [E] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Eron, Joseph J Jr 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID:! 
Password: 


b6 ‘US (New York) 


‘US (Germantown) 


US (New York) 
US (Germantown) 
‘US (Chicago) 

‘US (Tacoma) 

:US (Houston) 
US (San Jose) 


Meeting ID} 


sa lununununun unum enrmem ems m sme 


Password: b6 


sicrormerereseieset 
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From: Corey MD, Larry! 


Sent: 5/11/2020 1:35:18 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: slides from today and ACTIV Vaccine Committee 


Attachments: harmonized versus compartaive trials_.pptx 


Flag: Follow up 


Francis , here are this morning’s slides . As John articulated on the phone he and | have had frequent 
communication with Doug ; debriefing each week for an hour just the three of us. Last Thursday, we have 

outlined the strategy forthe recently composed Clinical Development subcommittee of the Vaccine Committee 

. | lead this subcommittee with Paula Annunziato from Merck . Paula and! had an hour talk Saturday night ( 

yes a zoom date) to go through the agenda for this Wednesday ‘s upcoming call . We will be sending 

everyone the Science article we wrote coming out Monday as background. We will then outline the 

goals of the clinical development and then moveto discussing key harmonized elements ; let them 

all interact . on keyissues mainly the endpoints , populations , and we willraise the issue of the common 
DSMB and their ability to send suggestions to Doug and you .. We expanded the subcommittee so that all the 
Pharma companies on the BARDA list are represented so they willbe apart of the process. Paulais a big fan of 
the harmonized design ; she voices the issue all Pharma companies have in a real viable market ; they don’t want head 
to head comparisons ; parallel universes is how they always operate . 

If there are other issues of concern just call My cell is [ 
Thanks — Larry 


COLL0000022715-2441577 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/11/2020 2:20:00 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= cagocsee2scatbThabas 2901 24062448- DECLAROR.fd]; Draghia-Akli, 
Ruxandrai al} Eisner, Mark : | Gottesdiener, Keith 

5 Hughes, Ericy ie aire i, Judy Currier 


iia [/o=ExchangeLabs/ou= Eevance Adratnistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= nba Exeyange Administrative Group 


per iaisiaveta ara eiavetaietarereseratsieleiataiaiacerarasareredl Pest Lerneimtmecraeaen micsmsmrmeaseimsaradataarerereiaed 


Fe en oT ee eR Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Burgess, Timothy 
ie b6 “} Patterson, Amy (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group (FYDIBOHF23SPDLt)/cn= Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa] 

cc: Kim, Elizabeth [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafeO6ebd70-parkeras]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Subject: Updates from Last Wednesday's ACTIV Leadership Meeting 

Attachments: ACTIV Partnership Leadership Team Meeting 20200506 FINAL2.pdf; 2020-05- 
06_ACTIV_Leadership_Group_Meeting_ Summary FINAL.pdf 


Dear ACTIV Therapeutics-Clinical Working Group, 
| wanted to share with you some summary materials for the current standing of all 4 working groups within ACTIV. In 


the hope of providing more clarity into the overarching connectivity of the working group and the directions of the 
partnership. 


APARO000005448 


Last Wednesday, the ACTIV Leadership Team (the parent body above the Working Groups) met. Sarah and Eric 
presented the progress and plans of our Working Group and answered questions. The meeting presentation and notes 
are attached which include similar summaries from all the Working Groups. 


If you have specific questions, let us know and we can follow up. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Parinerships 

Foundation for the National Institutes of Health 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20842 
a fe 


APARO000005448 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 5/11/2020 2:35:43 AM 

To: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm] 

cc: Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b3 18030c31f6-shawcy] 

Subject: FW: slides from today and ACTIV Vaccine Committee 


Need to participate in this tomorrow 11;15-11;45, so Julie will need to be rescheduled. 
Sorry 
Larry 


From: Francis Collins: 


To: "Tabak arenes (NOD) er" "Santos, Michael (FNIH) [T]" 
"Lane, Cliff (NIH/NIAID) [E]" 


‘Subject: RE: slides for today and ACTIV Vaccine Committee 


That would be great. 


From: Tabak, Lawrence (NIH/OD) [E]} b6 > 

Sent: Sunday, May 10, 2020 10:32 PM CT eee ree 

To: Collins, Francis (NIH/OD)[E]: | b6 Santos, Michael (FNIH) m1, b6 >; »; Wholley, David 
(FNIM) [T} eo a ane: Clif (NiF/NIAID) | ee SE TE 


Subject: Re: slides from today and ACTIV Vaccine Committee 


| can join if you would like me to. 


From: Francis Collins, i 

Date: Sunday, May 10, 2020 at 10:25 PM 

To: "Santos, Michael (FNIH)[T]" b6————__—s} "Tabak, Lawrence (NIH/OD) [E]" 
be | See ey Oe Ee tac iD aa) sone cul (NEU NIAID YE! 


Gn iree RE: slides from ia and ACTIV Vaccine Committee 


| can probably make that work. Please send information about how to link in. 


Subject: RE: slides from today and ACTIV Vaccine Carnmnitiee 


Hi Francis, 


LTAB0000019201 


| have a regularly scheduled call with Kathrin and Doug at 11:15-11:45am tomorrow (Monday) morning. If you can be 
free then and would like to join, that’s an option. If that doesn’t work, we can find another time before the Wednesday 
meeting (1pm). 


Thanks, 
Mike 


Michacl Santos, PRD 
Associate Vice President, Scicace | Foundation for the National Institutes of Health 


From: Tabak, Lawrence (NIH/OD) [E] GO" b6 oe ee ea i 

Sent: Sunday, May 10, 2020 10:00 PM eee ee ee ee 

To: Collins, Francis (NIH/OD) [EJ BB-"""-"""} Wholley, David FNIH) [T]/ BB Santos, Michael 
a a are RT et 


Francis 

Despite the reassurance on the call today that the issues have been socialized with the WG, | recommend that we do 
have a separate discussion with them. We should do everything possible to make this transition as smoothly as possible. 
Larry 


From: Francis Collins } b6 

Date: Sunday, May 10, 2020 at 9:52PM. eens eer eeereneeee 
To: "Wholley, David (FNIH) [T]" hGS~S~S«SS Santos, Michael (NIH) (T)") b6 , 
"Tabak, Lawrence (NIH/OD) fae aa Lenn "Lane, Cliff (NIH/NIAID) [EJ* 


Subject: FW: slides from today and ACTIV Vaccine Committee 
See slides and note from Larry Corey. 


Do we need a separate discussion with the Vaccines WG before their Wednesday meeting? 


FC 

From: Corey MD, Larry) BG 

Sent: Sunday, May 10, 2020 9:35 PM 
To: Collins, Francis (NIH/OD) [E]: b6 i 


Subject: slides from today and ACTIV Vaccine Committee 


Francis , here are this morning’s slides . As John articulated on the phone he and | have had frequent 
communication with Doug ; debriefing each week for an hour just the three of us. Last Thursday, we have 
outlined the strategy forthe recently composed Clinical Development subcommittee of the Vaccine Committee 

. | lead this subcommittee with Paula Annunziato from Merck . Paula and! had an hour talk Saturday night ( 
yes a zoom date) to go through the agenda for this Wednesday ‘s upcoming call . We will be sending 
everyone the Science article we wrote coming out Monday as background. We will then outline the 

goals of the clinical development and then moveto discussing key harmonized elements ; let them 

all interact . on keyissues mainly the endpoints , populations , and we willraise the issue of the common 
DSMB and their ability to send suggestions to Doug and you .. We expanded the subcommittee so that all the 
Pharma companies on the BARDA list are represented so they willbe apart of the process. Paulais a big fan of 


LTAB0000019201 


the harmonized design ; she voices the issue all Pharma companies have ina real viable market ; they don’t want head 
to head comparisons ; parallel universes is how they always operate . 


if there are other issues of concern just call My cell is b6 i, 
Thanks Larry Mcicpwecinintn vaisinlaed melaiodlaay Sopeenictaceaae: 


LTAB0000019201 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E37 70CFC7EE770-TABAKL] 


Sent: 5/11/2020 2:38:04 AM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Subject: Re: slides from today and ACTIV Vaccine Committee 

thanks 


Subject: RE: slides from ‘cant and ACTIV Vaccine Connie 


Thanks, Francis and Larry. | have added you to the invite, which you should have just received. 
| will let Kathrin and Doug know that you'll be joining to discuss this topic. 


Thanks, 
Mike 


Michacl Santos, PaD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


coin mecsvenmmyiatinscmnretinamcmtensmamresenewemnstebaumneniotasesar 


Ok — Mike, please send me log-in information as well. 
Thanks 
Larry 


Subject: RE: slides from today and ACTIV Vaccine Committee 


That would be great. 


From: Tabak, Lawrence (NIH/OD) [El b6 

Sent: Sunday, May 10, 2020 10:32 PM pee ae tee ee ee : 

To: Collins, Francis (NIH/OD) [EE]: b6 Ss: Santos, Michael (FNIH) M b6 }; Wholley, David 
(FNIH) (T] ‘cata ee es : Lane, Cliff (NIH/NIAID) (el! npasiniaemubasantaaiensendasces bé cabs scndataessinsdaiec sinless Sacre tec siee aan ners Seema 


Subject: Re: slides from today and ACTIV Vaccine Committee 


LTAB0000019202 


| can join if you would like me to. 


“Subject: RE: slides from aw and ACTIV Vaccine Committee 


| can probably make that work. Please send information about how to link in. 


Subject: RE: slides a a and ACTIV Vaccine Committee 


Hi Francis, 


| have a regularly scheduled call with Kathrin and Doug at 11:15-11:45am tomorrow (Monday) morning. If you can be 
free then and would like to join, that’s an option. If that doesn’t work, we can find another time before the Wednesday 
meeting (1pm). 


Thanks, 
Mike 


Michael Santos, PAD 
Asscciate Vice President, Science | Foundation for the National Institutes of Health 


From: Tabak, Lawrence (NIH/OD) [E]} b6 

Sent: Sunday, May 10, 2020 10:00 PM 

To: Collins, Francis (NIH/OD) [E]) BG Wholley, David (FNIH) (11! : Santos, Michael 
(FNIH) (Ti be. jane, Cliff (NIH/NIAID) [E]i ba 


Subject: Re: slides from today et ACTIV Vaccine Committee 


Francis 

Despite the reassurance on the call today that the issues have been socialized with the WG, | recommend that we do 
have a separate discussion with them. We should do everything possible to make this transition as smoothly as possible. 
Larry 


Subject: FW: slides ae ‘eas and ACTIV Vaccine Committee 


See slides and note from Larry Corey. 


LTAB0000019202 


Do we need a separate discussion with the Vaccines WG before their Wednesday meeting? 


FC 


To: Collins, Francis iNIa/OD) i (EI! 
Subject: slides from today and ACTIV Vaccine Committee 


Francis , here are this morning’s slides . As John articulated on the phone he and | have had frequent 
communication with Doug ; debriefing each week for an hour just the three of us. Last Thursday, we have 

outlined the strategy forthe recently composed Clinical Development subcommittee of the Vaccine Committee 

. | lead this subcommittee with Paula Annunziato from Merck . Paula and! had an hour talk Saturday night ( 

yes a zoom date) to go throughthe agenda for this Wednesday ‘s upcoming call . We will be sending 

everyone the Science article we wrote coming out Monday as background. We will then outline the 

goals of the clinical development and then moveto discussing key harmonized elements ; let them 

all interact . onkeyissues mainly the endpoints , populations , and we willraise the issue of the common 
DSMB and their ability to send suggestions to Doug and you .. We expanded the subcommittee so that all the 
Pharma companies on the BARDA list are represented so they willbe apart of the process. Paulais a big fan of 
the harmonized design ; she voices the issue all Pharma companies have in a real viable market ; they don’t want head 
to head comparisons ; parallel universes is how they always operate . 

The global strategy and the link to WHO are my next on pits plate issues perhaps worth a chat. 

if there are other issues of concern just call My cell is ; _b6 uae A 
Thanks — Larry 


LTAB0000019202 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 5/11/2020 11:42:13 AM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: RE: slides from today and ACTIV Vaccine Committee 


Flag: Follow up 


| absolutely think we need to talk to the WG and share the nuances of the conversation. 


ee eee eee eet nent ! 


i; Lane, Cliff (NIH/NIAID) [E] cclane@nisid nih.gov> 
Subject: RE: slides le toiey and ACTIV Vaccine Committee 


Hi Francis, 


| have a regularly scheduled call with Kathrin and Doug at 11:15-11:45am tomorrow (Monday) morning. If you can be 
free then and would like to join, that’s an option. If that doesn’t work, we can find another time before the Wednesday 
meeting (1pm). 


Thanks, 
Mike 


Michaci Santos, PhD 
Associate Vice President, Scrence | Foundation for the National Institutes of Health 


From: Tabak, Lawrence (NIH/OD) [E} b6 

Sent: Sunday, May 10, 2020 10:00 Pie ere gk Ae eens 

To: Collins, Francis (NIH/OD) [E]: ee. ee Wholley, David (FNIH) ie 4 b6 :, Santos, Michael 
EN mi rect ae | Lane, Cliff (NIH/NIAID) (€] (7 ie ee ee 


alta a ep pie npauaia aber apasave eet ecaiaenk 


Francis 

Despite the reassurance on the call today that the issues have been socialized with the WG, | recommend that we do 
have a separate discussion with them. We should do everything possible to make this transition as smoothly as possible. 
Larry 


"Santos, Michael (FNIH) [T]"¢_ b6 


To: "Wholley, David (FNIH) [T]": 


"Tabak, Lawrence (NIH/OD) [E]": b6 1, "Lane, Cliff (NIH/NIAID) [E]" 


COLL0000022757 


Subject: FW: slides from today and ACTIV Vaccine Committee 
See slides and note from Larry Corey. 


Do we need a separate discussion with the Vaccines WG before their Wednesday meeting? 


FC 


qnicee ides from today and ACTIV Vaccine Committee 


Francis , here are this morning’s slides . As John articulated on the phone he and | have had frequent 
communication with Doug ; debriefing each week for an hour just the three of us. Last Thursday, we have 

outlined the strategy forthe recently composed Clinical Development subcommittee of the Vaccine Committee 

. | lead this subcommittee with Paula Annunziato from Merck . Paula and! had an hour talk Saturday night ( 

yes a zoom date) to go through the agenda for this Wednesday ‘s upcoming call . We will be sending 

everyone the Science article we wrote coming out Monday as background. We will then outline the 

goals of the clinical development and then moveto discussing key harmonized elements ; let them 

all interact . on keyissues mainly the endpoints , populations , and we willraise the issue of the common 
DSMB and their ability to send suggestions to Doug and you .. We expanded the subcommittee so that all the 
Pharma companies on the BARDA list are represented so they willbe apart of the process. Paulais a big fan of 
the harmonized design ; she voices the issue all Pharma companies have in a real viable market ; they don’t want head 
to head comparisons ; parallel universes is how they always operate . 

The global strategy and the link to WHO are my next on the plate i issues perhaps worth a chat. 

If there are other issues of concern just call Mycellis! | b6.—s.. 
Thanks Larry EEE 


COLL0000022757 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 5/11/2020 1:58:43 PM 

To: Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c3 1f6-shawcy] 

Subject: FW: Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 


i "Gibbons, Gary (NIH/NHLBI) 
, ‘Pao, William" 
ie + "Colvis, christine NINERS) 


: ‘Lowy, pois: (NCI)"i_ 


b6 | | "Young, John" b6 


re Pere: Mean eea L Sieea Ga Seats Lege, RENN, Ag dtl arc egal mR 


(NIH/OD) [E]" <* sininciatsbinsthucaienvestcsvestimonen ane Cee ene enn + "Lane, ‘litt (NIH/NIAID) feng 
(NIH/OD) [E}"¢ < b6 ‘anderson, James eae (e)" 


ae ae -- ACTIV mtg with Exec Comm and WG co-chairs 
Good morning, 


Please mark your calendars for Wednesday, May 13, from 8:00 AM-9:00 AM ET for this call. A calendar invitation will be 
shared with you soon. 


With very best wishes, 


Gretchen 


+, "Gibbons, Gary (NIH/NHLBI) 


4 Gretchen Wood 


ipeciosiet: 
“Jansen, Kathrin" 


LTAB0000019209-2442231 


i Maria Freire 


b6 P'Tabak; Lawrence (NIH/OD) [E]" 


4 
i 


Dear ACTIV Executive Committee Members and Working Group Co-Chairs: 


Although our next formal ACTIV EC meeting is not scheduled until May 20, | am aware of some concerns that are being 
voiced among our Working Group members. Some of those focus on the next steps for ACTIV, and especially about 


These are all very valid issues, and | believe they should be discussed by our dedicated team sooner rather than later. A 
meeting of the minds is particularly timely now, in the wake of a successful Leadership Team call on Wednesday and the 
establishment just this week of an Executive Committee to guide us moving forward. Therefore, | would like to make ita 
priority that the EC and the Working Group co-Chairs meet early next week to discuss and sync up on these important 
issues. Gretchen Wood on my staff will work with Cheryl Melencio at FNIH to reach out to you to get a suitable 


hourlong virtual conference set up—a morning meeting would make it easier to include Tony Fauci (because of White 
House duties in the afternoon) and Paul Stoffels (because of European time zones). 


Thanks for all you are doing for the cause, and best regards, 


Francis 


LTAB0000019209-2442231 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/11/2020 2:08:33 PM 

To: Collins, Francis Neca {E] [/o= lol eau Exchange Administrative ue 


“T stoffels, Paul? 
Ve ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
MEX DIBOHEZ Seri) /c0s Recipionts/ i Abyes sceedze te sepenzavetZer -ccolvis]; Desrosiers, Betsy 


= — a et «| i ata lt ma rc tn isi cht yuo” 


rilla, Michael (NIK/NCATS) [E] [/o= eychangelansvoue Exchange Administrative Group 
“(FYDIBOHF23SPDLT)/en Recipients/cn= dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Ieee UE Recipients st 527b160038004a199ae6e0bac2226099- readsa]; Young, John 


(EYDIBOHED3SPDLT)/en= Sia lenialen ss adseroute sea tasesdobesocde77 267 aholeya. Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

cc: Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
PB leslie cnt Ae Reepients/cn bcf06de08ba845249b9b36ad216e237e- seems: Protasiewicz, Ann 


“(EVDIBOHF23SPDLT)/ene Recipients/ene LbcdSd3#7c1e4309a251d013¢1cc89b0- Role. Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn= Recipients/cn= See OD ae Se oe ea tee rae tioer woodgs]; Zanellato, Ann 


[/o=ExchangeLabs/ou= exchatize Administrative Group 


APARO000017219 


Subject: 


Location: 


Start: 
End: 
Show Time As: 


Required 
Attendees: 


Optional 
Attendees: 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767f83e-togashim]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy] 


ACTIV mtg with Exec Comm and WG co-chairs 


5/13/2020 12:00:00 PM 
5/13/2020 1:00:00 PM 
Tentative 


Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 
William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, 
John; Wholley, David; Menetski, Joseph; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) 
[T]; Freire, Maria (FNIH) [T]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; 
Anderson, James (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E] 

Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, 
Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Zanellato, Ann; 
Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E]; Simon, 
Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E] 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Meeting ID: } 
Password: 


feeee erererrerenentere pimicim enim 


b6 


Password: 


b6 1US (New York) 


iUS (Germantown) 


‘US (New York) 
‘US (Germantown) 
'US (Chicago) 

iUS (Tacoma) 

iUS (Houston) 

iUS (San Jose) 

iUS (San Jose) 


b6 


sien Sica nis angi careion rienced 


Find your local number: b6 


APARO000017219 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/11/2020 2:08:35 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2- collinsf]; Dolsten, Mikael 

b6 + Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

“ EVBIBOHED3SBDLT)/encRecipients/cn= df38103d75134f658ae2d356f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Bie cachet Ae aan b71b953b50a5495ca0f2869ab13b¢407~ -gibbonsgh]; Pao, William 

t ; Woodcock, Janet (FDA/CDER) 


(OIRO ESSSPOL N/a Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o= oe Exchange Administrative Group 


“EVDIBOHESSSPBLT ene Rediplents/cne de4e85061¢3943b9b8ad31426727861f- mkurla: Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= Reel piehits/ci-o2 bp Todo sa00 ale danee0bace2Z6000. readsa]; Young, John 


(eVDIBOHESSEBDLTJenzRScipients/en=cd9e702cf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

cc: Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Oa edo bcf06de08ba845249b9b36ad216e237e- aienannsh Protasiewicz, Ann 


‘EYDIBOHES3SPDLT)/onz RecpiEnIS/ene Lbcd5d3F7c1e4309a251d013e1cc89b0- cachiey: Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Zanellato, Ann 


COLL0000009214 


ee eee een | 


“TJozExchangelabs/ou=eExchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767f83e-togashim]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy] 


Subject: ACTIV mtg with Exec Comm and WG co-chairs 
Location: b6 i 
Start: 5/13/2020 12:00:00 PM 

End: 5/13/2020 1:00:00 PM 


Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 

Attendees: William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, 
John; Wholley, David; Menetski, Joseph; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) 
[T]; Freire, Maria (FNIH) [T]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; 
Anderson, James (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E] 

Optional Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, 

Attendees: Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Zanellato, Ann; 
Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E]; Simon, 
Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E] 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
ee Sen pie nar ces nae Cscicais Taam ae aca ec aoe maar 


aie ecmiim iim Sincere mie mim ieinim ie esnisnimiesmsmin nine miniaieiniebarrninsmbaiaemensnibine mile aren imeniesaiain inimenrmdeaniateresnimsminimreiesaseracmenemimenrmiaiel, 


Meeting ID: b6 


Ne sessssmerrassesmrmemsmsacesmsmemems i 


pore Nts bé eed tie See tes Us ish 
i iUS (Germantown) 


i US (New York) 

i US (Germantown) 
i US (Chicago) 

i US (Tacoma) 

US (Houston) 

i US (San Jose) 
conte mn ce ‘US (San Jose) 


r 


Password! 


COLL0000009214 


From: 


Sent: 
To: 


cc: 


Subject: 
Location: 


Start: 
End: 


Show Time As: 


Required 
Attendees: 


Optional 
Attendees: 


Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

5/11/2020 2:08:35 PM 

Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o= eae eeeaED Exchange Administrative Group 


b6 


Cee errr eerie re rere rerererereerene 


b6 is Pao, William £ ~ 
ala ae 


im McManus, Ayanna 
$ Thomas, Ashley 
“|; Zanellato, Ann 


ioélsald@déloitte.com: Gonvaler, Nina [ningonzalez@deloitte.com]; Kim, Elizabeth falkimn@deloitee komt: Stratton, 
Ben [bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Wachtel, Jonathan [jwachtel @deloitte.com] 


ACTIV mtg with Exec Comm and WG co-chairs 


5/13/2020 12:00:00 PM 
5/13/2020 1:00:00 PM 
Busy 


Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 
William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, 
John; Wholley, David (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; 
Santos, Michael (FNIH) [T]; Freire, Maria (FNIH) [T]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; Wolinetz, Carrie (NIH/OD) 
[E] 

Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, 
Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Zanellato, Ann; 
Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E]; Simon, 
Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Hardesty, Rebecca (NIH/OD) [C]; Alvarez, Rosa; Anderson, 
Margaret; Elsaid, Olivia; Gonzalez, Nina; Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Wachtel, Jonathan 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


LTAB0000007341 


etereaedoniadatmsaratmratewmlacy 
pede eee eel 


b6 1US (New York) 


iUS (Germantown) 


iUS (New York) 
iUS (Germantown) 


iUS (Chicago) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 
‘US (San Jose) 


Meeting ID} | D6 


Password: b6 i 


Find your local number: 


LTAB0000007341 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/11/2020 2:08:35 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Bee Pipnts (cite 10h eae tale odes ose sues epee. collinsf]; Dolsten, Mikael 


b6 !- Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVOIBOHESSEBDLT /CHERESpients/en= df38103d75134f658ae2d356f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Beeienirens b71b953b50a5495ca0f2869ab13bc407- -gibbonsgh]; Pao, William 


OMOLED=SfOLa Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o= ibe este Hag exchange Administrative Group 


(RYDIBOHE23SPDLT)/enz Recinienta/cia de4e85061¢3943b9b8ad31426727861f- makGrilad; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHE23SPDLT)/en= SI lls ha ete de ACR ao as a readsa]; Young, John 


in ee eee rere seem emememem omen 


TEVDIBOHED3SPDLT)/en= acipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

cc: Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
IYDIBGHP 235° DLE) cn= Recipients/cn=bcf06de08ba845249b9b36ad216e237e- amemanush Protasiewicz, Ann 


(FYDIBOHE23SPDLT)/en= Recipients LbcdSd3#7c1e4309a251d013e1cc89b0- Cnehley. Thom]; Wood, Gretchen 


APAR0000020352-2441276 


(NIH/OD) [E] ee ee Administrative Group 


STE Ph oy pe Aaninictiative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767f83e-togashim]; Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1 fd96-sepulvedade]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5did4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Hardesty, Rebecca (NIH/OD) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Alvarez, Rosa 
{rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Elsaid, Olivia 
[oelsaid@deloitte.com]; Gonzalez, Nina [ningonzalez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Stratton, 
Ben [bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Wachtel, Jonathan [jwachtel @deloitte.com] 


Subject: ACTIV mtg with Exec Comm and WG co-chairs 

Attachments: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time; Notes Agenda ACTIV EC Meeting #1 
rd S720. COCK syn ct ite or ee Se Sete rt Mee Meaty eels 

Location: i b6 

Start: 5/13/2020 12:00:00 PM 

End: 5/13/2020 1:00:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 

Attendees: William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, 
John; Wholley, David (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; 
Santos, Michael (FNIH) [T]; Freire, Maria (FNIH) [T]; Tabak, Lawrence (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Anderson, James (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; Wolinetz, Carrie (NIH/OD) 
[E] 

Optional Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, 

Attendees: Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Zanellato, Ann; 
Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina (FNIH) [T]; Lagos, Enrique (NIH/NCATS) [E]; Simon, 
Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Hardesty, Rebecca (NIH/OD) [C]; Alvarez, Rosa; Anderson, 
Margaret; Elsaid, Olivia; Gonzalez, Nina; Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Wachtel, Jonathan 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Senet ssieagenrsharesannl ceo TUS (New York) 


iUS (Germantown) 


b6 :US (New York) 
{US (Germantown) 


APAR0000020352-2441276 


'US (Chicago) 


'US (Tacoma) 
{US (Houston) 
iUS (San Jose) 


tig rcsasia sa coprmtaeaecacen siraritbnetaimomemee 


eee 
[eeepc 


APAR0000020352-2441276 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

Sent: 5/11/2020 2:47:29 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= sehen Une Exeanee Administrative Group 


| b6 i Keith Gottesdiener! 
te eeet arated b6 ____p LaVange, Lisa Mi 
“Menon b6 } Amanda Peppercorn: 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Bychahee Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


ie pee b6 ; Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘(FYDIBOHF23SPDLT)/en= Rec pients/en= a583eced842c44b18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 


[E] [/o= nae Exchange Administrative Group 


cc: 


eecAE GEER A cciplen te /caaioce lt aiaileagob yeu 7sacassinies tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Butcher, Tina 
bene DS Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


AED IBOHE Ze CDEC: Reapients/cn= BIDE ay teean 7 Peco ml ayer eceec el neeel Eron, Joseph J Jr 


(EYDIBOHE23SPDLT) /ene Recipients/cn=f1d19903ce334e38821395d7aa1327¢4-javanarc] 
Subject: Materials for ACTIV TX-Clinical Master Protocol Subgroup #15 
Attachments: ACTIV Therapeutics-Clinical_MP Subgroup_1iMay2020 Meeting Guide.pdf; Adapt Out COVID Overview051120.pdf 


APARO000005445 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for today’s call. We will be discussing the statistical simulations the group has put 
together for ACTT-3, as well as we will have a presentation from the ACTG group on their outpatient master protocol. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
yma Cancer 


b6 US (New York) 
‘US (Germantown) 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
‘US (Tacoma) 
‘US (Houston) 


Ks (San Jose) 


APARO000005445 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/11/2020 2:47:33 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= ae Exeanee Administrative Group 


‘Menon! 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Exchange Administrative caer 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eR sl iol sheall he 527b160038004a199ae6e0bac2226099- aan Amanda Peppercorn 


(FDA/CDER) [/o= Bichonsesesisle Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
it sell al MIN pi etc iy Vincent, Michael 

« Karen ae Price 


cc: “Wiary Biggs: b6 i Demarcus!. b6 i Macone, Erin; b6 | 
Tountas, Karen” (ENTAY [TT /o2ExchangeLabs/ou= Exchange Administrative Group is Pape AAG Pte TN ors 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(ENVIRON E par DED /cnsReaplents/cic 306b2244466140faa95aaaafe0Gebd70- 0 patkeras) Butcher, Tina 
“(EVDIBOHF23SPDLT)/enz Racipierits/en= cd9e702fcf28414883d0b6996d677257- 7-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= BeoDiehts/ as 279e14fa7428415bb86087d08b628e6f-melencioc]; Eron, Joseph J Jr 
: Gee peo b  =—s—“‘s—‘ S i Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=1d19903ce334e38821395d7aal327c4-javanarc] 


Subject: ACTIV TX-Clinical Master Protocol Subgroup #15 
Attachments: ACTIV Therapeutics-Clinical MP ub eLe 11May2020 Meeting Guide.pdf, Adapt Out COVID Overview051120.pdf 


Location: i 


APARO000017214 


Start: 5/11/2020 5:00:00 PM 
End: 5/11/2020 6:30:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 


(NIH/NHLBI) [E]; Smith, David; Kim, Peter (NIH/NIAID) [E];¢ bs iEron, Joe; Higgs, Elizabeth 
(NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, Monika [JRDBE]; Woodfall, Brian 
[JRDUS]; Van Heeswijk, Rolf [JRDBE] 
Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Eron, Joseph J Jr; Javan, Arzhang 


(NIH/NIAID) [E] 
Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the materials for today’s call. We will be discussing the statistical simulations the group has put 
together for ACTT-3, as well as we will have a presentation from the ACTG group on their outpatient master protocol. 


Thanks, 
Stacey 


Join Zoom Meeting 


Meeting TD: i 
Password: : 


b 6 ‘US (New York) 
‘US (Germantown) 


1US (New York) 
‘US (Germantown) 


| ‘US (Chicago) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 
‘US aoan Jose) 


Meeting ID 
Password:; 


APARO000017214 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/11/2020 4:02:44 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
PeDIBOREZS> DE icn. Recipients/cn= c495c3ee25ca461baba829b124062448- DECLAROR.fd]; Draghia-Akli, 


si i Gottesdiener, Keith 


"Hughes, Eric: 


[/o= ExchangeLabs/ou=Exchange Administrative Group 
A eee eal Ree pienEy aie ica a a ee m]; eavanee Lisa 


FDIBOLEZSeeDLE oi Reemicncene 7645059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

LEYDIBOHF23SPDLT)/cn= aN al a ecg lll ee ee ~Sylva. Coli); Amanda Peppercorn 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Recibients/co= e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Burgess, Timothy 


cc: Kim, Elizabeth [aikim@deloitte. com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Wholley, David 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Letter to the ACTIV Executive Committee for Group's Review 

Attachments: Proposal for ACTIV leaderhsip-v8.docx 


Dear TX-Clinical Working Group members, 


As discussed on last Thursday’s call, the small writing team (Carl, Keith, Amanda, Judy, Libby, and Peter) have worked 
with the co-chairs to formulate the attached letter that attempted to capture the challenges and concerns that were 
expressed by the group. 


They would now like to have the group review and comment if desired before the note is sent to the ACTIV Executive 
Committee tomorrow ahead of their scheduled meeting on Wednesday this week. Therefore, we would ask the group 
to review and send any comments they have or any edits they think absolutely critical by 9AM tomorrow (May 

12). Any necessary updates will be made and then the letter will be sent on to the Executive Committee. 


APARO000005443 


The team would also like to send this on behalf of the whole group with all the group members listed 
know if you are okay with this plan. 


Thank you all for your efforts and strong desire to see our remit for this partnership succeed! 
Stacey 


Stacey J. Adam, PhD 

Phirector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


frib.ore 


Peereeceene in 


Donate to the PNIN’s Panderic Response Fund to combat COVID-19: fnih ore/pandemic 


. Please let us 


APARO000005443 


From: Hardesty, Rebecca (NIH/OD) [C] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=21465CEB763947408D209AAABF10AF70-HARDESTYRS] 

Sent: 5/11/2020 4:47:36 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Subject: RE: Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 


Thank you very much, Cheryl and Ashley! 


Siiblede RE: Time sensitive -- ACTIV ate with Exec Comm and WG co-chairs 
I'll send her the invite and copy her assistant, Rebecca. 
Cheryl Melencio 


Administrative Manager, Research Partnerships 
Foundation for the National institutes of Health 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: tnth ore/pandemic 


Cc: Hardesty; Rebecca (NIH/OD) chi 
Subject: RE: Time sensitive -- ACTIV mig with Exec Comm and we co-chairs 


Hi Gretchen and Cheryl, 


Dr. Carrie Wolinetz would like to join this meeting. Cheryl — should | forward the invite or would you prefer to add on 
your end? 


Thank you, 
Ashley 


APARO000006700 


| Déstosiers, Betsy 
b>; Jansen, Kathrin + 


Subject: Re: Time sensitive -- ACTIV mite with Exec oe are WG co-chairs 
Good morning, 


Please mark your calendars for Wednesday, May 13, from 8:00 AM-9:00 AM ET for this call. A calendar invitation will be 
shared with you soon. 


With very best wishes, 


Gretchen 


From: Francis Collins! === sb my 
Date: Saturday, May 9, 2020 at 1:07 PM beads wt fa alle at al 
To: Francis Collins's s,AnthonyFauci<  _—_—_—si@bE 4,"Gibbons, Gary (NIH/NHLBI) 


; Austin, Christopher (NIH/NCATS) 
‘ Gretchen Wood 


cbc Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 
Dear ACTIV Executive Committee Members and Working Group Co-Chairs: 


Although our next formal ACTIV EC meeting is not scheduled until May 20, |am aware of some concerns that are being 
voiced among our Working Group members. Some of those focus on the next steps for ACTIV, and especially about 


implementation of the plans these groups have been working so hard to put together. i b5 


APARO000006700 


These are all very valid issues, and | believe they should be discussed by our dedicated team sooner rather than later. A 
meeting of the minds is particularly timely now, in the wake of a successful Leadership Team call on Wednesday and the 
establishment just this week of an Executive Committee to guide us moving forward. Therefore, | would like to make ita 
priority that the EC and the Working Group co-Chairs meet early next week to discuss and sync up on these important 
issues. Gretchen Wood on my staff will work with Cheryl Melencio at FNIH to reach out to you to get a suitable 
hourlong virtual conference set up—a morning meeting would make it easier to include Tony Fauci (because of White 


House duties in the afternoon) and Paul Stoffels (because of European time zones). 


Thanks for all you are doing for the cause, and best regards, 


Francis 


APARO000006700 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 

Sent: 5/11/2020 4:47:38 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wood, Gretchen 
{NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 


CC: Hardesty, Rebecca (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs] 
Subject: RE: Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 


Thanks so much, Cheryl! 


To: Parker, Ashley (NIH/OD} [E}; —_ 
Cc: Hardesty, Rebecca (NIH/OD) [C]i | 
Subject: RE: Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 


’ll send her the invite and copy her assistant, Rebecca. 


Cheryl Melencio 
Administrative Manager, Research Partnerships 
_Foundation for the National Institutes of Health 


Donate to the FNTH’s Pandemic Response Fund to combat COVID-19: tnih.org/pandemic 


Sent: iMenday, May 11, 2020 12: APM pee er = 


Sublece RE: Time sensitive -- ACTIV mate with Exec Comm and we co-chairs 


Hi Gretchen and Cheryl, 


Dr. Carrie Wolinetz would like to join this meeting. Cheryl — should | forward the invite or would you prefer to add on 
your end? 


Thank you, 
Ashley 


APARO000013510-2442745 


iFauci, Anthony (NIH/NIAID) (El 


wae Dolsten, Mikael, "~~" Coll, Christine (NIH/NCATS) [6 
| b6 ‘Desrosiers, Betsy. b6 nmeee-4 Hughes, Eric 
i>: Jansen, Kathrin’ b6 >: Kurilla, Michael (NIH/NCATS) [E] 


Subject: Re: Time ne. -- ACTIV mig with Exec an and WG co-chairs 


Good morning, 


Please mark your calendars for Wednesday, May 13, from 8:00 AM-9:00 AM ET for this call. A calendar invitation will be 
shared with you soon. 


With very best wishes, 


Gretchen 


From: Francis Collins } b6 


i, "Gibbons, Gary (NIH/NHLBI) 
4, Screen Wood 


>, "Desrosiers, 


cieeceaonas “Jansen, Kathrin" 


b6 +, "Adam, Stacey 


—_ a ae Michael (FNIH) [T]" 


sancesooses 4) 


“Subject: Time sensitive -- ACTIV mtg with Exec Comm and WG co-chairs 


Dear ACTIV Executive Committee Members and Working Group Co-Chairs: 


Although our next formal ACTIV EC meeting is not scheduled until May 20, | am aware of some concerns that are being 
voiced among our Working Group members. Some of those focus on the next steps for ACTIV, and especially about 


implementation of the plans these groups have been working so hard to put together. } b5 


APAR0000013510-2442745 


These are all very valid issues, and | believe they should be discussed by our dedicated team sooner rather than later. A 
meeting of the minds is particularly timely now, in the wake of a successful Leadership Team call on Wednesday and the 
establishment just this week of an Executive Committee to guide us moving forward. Therefore, | would like to make ita 
priority that the EC and the Working Group co-Chairs meet early next week to discuss and sync up on these important 
issues. Gretchen Wood on my staff will work with Cheryl Melencio at FNIH to reach out to you to get a suitable 
hourlong virtual conference set up—a morning meeting would make it easier to include Tony Fauci (because of White 
House duties in the afternoon) and Paul Stoffels (because of European time zones). 


Thanks for all you are doing for the cause, and best regards, 


Francis 


APARO000013510-2442745 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/11/2020 8:49:55 PM 

To: Bascles, Lionel fr 


ee ExchangeLabs/ou= pechatied Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ald0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

pide cle ceed Ali sae pip eke al Resnansky, Laura 


‘tioz ExchangeLabs/ou= ence Administrative Group 
ni aET Sie ed Ub ss laa b4a14118481b4b39ba7e62a8d6425/79- Peter.Stein]; Vincent, Mike 


[E] [/o= Eichencelapsfoue Exchange Aeiinictiative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= pacigeee clean Laces ee ccolvis]; Hughes, Eric 


(oz ExchangeLabs/ou= ead Adininisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ei Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


b6 \; Adam, sea (FNIH) [T] [/o=ExchangeLabs/ou= Exchange Administrative Group 


fadenier seas com]; Carlicclo: Dana: eae ee anne | Melencio, chery (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group Coe 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


esaneeinge aioe Recipients/cn= 410e1ca313f44ced9938e50d2ff0béc2- penis Gonzalez, Nina 


Group (FYDIBOHF23S5PDL1)/cn= Reeinients/tas 5001afS2de4a427ea3d34f1e072f8cb7- meneitiel Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eee Recipients/cn= ab38cb6836de44e18ef4cc6952165180- ane Tuvesson, Nancy 
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Aan niarcuve Group TFYOISOREZEEPBIT /en= Recipients/cn= f1b7b8fe4739478bb17840c56902718a- lowyd]; Marks, 
Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 

IE cei cet acal Be SIpIentS en tie ane secs eee a eae Pa eedoeree NARS]; 


CEVBIBOHESSSBBLT ene flécipients/cn=cbd9ccS6fdbe4S98a57b423d484dcf9F-offit. email];! b6 i 


Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
pu dahlias li Hila at i Sema aD Se]; 


(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ocb4ad1bebe64791b0415a7eb4bf7 1db-johnsonr]; Kozlowski, Mary 
(NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Austin, Sarah 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=292fcb760f9f4f199ebe343e08ef17381-austinsj]; Victoria Davey 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
eo pec plents/ i 2¢829 1f38ec342f895243c0617el15ec- victoria. da]; Jintanat Ananworanich 


(COC/ODID/NCIRD/DBD) [/o= Hanan ire Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Schrag, Stephanie 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Marovich, Mary (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfd0192d165d4643accf6347728dbaeb-marovichma] 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05122020.pdf 

feeatiene ! ao aac ed tans edd eae b= aH * aie 
Start: 5/12/2020 3:00:00 PM 

End: 5/12/2020 4:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James 

Attendees: (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley 
(NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Vincent, Mike; 
Wachtel, Jonathan; Garner, Carlos; Sizemore, Christine (NIH/FIC) [E]; Qashu, Felicia 


Optional Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Attendees: Houne, Joh Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] 
b6 i; Francis cole: Gonzalez, es Heaton, Penny; James, stepnaiies Li, pee Menetski, sep 
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(NIH/NCI) [E]; Kozlowski, Mary (NIH/NCI) [C]; Austin, Sarah (NIH/NIAID) [E]; Davey, victoria! lineata Ananworanich; 
Michael Watson (x); Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Schrag, Stephanie (CDC/DDID/NCIRD/DBD); 
Marovich, Mary (NIH/NIAID) [E] 


Dear Colleagues, Attached is the meeting agenda. Looking forward to a robust discussion about vaccine protocols 
and capacity needs! Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


J oin Zoom Meeting 


b6 ‘US (Chicago) 
‘US (New York) 


‘US (Chicago) 
‘US (New York) 
US 
‘US (Houston) 


‘US (San Jose) 
iUS (San Jose) 
US 

Meeting ID: 

Password: 


Find your local number! b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/11/2020 10:50:52 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= pecbicnsi nee ete DECLAROR. fd]; Mark Eisner 


i b6 iy KeithGottesdieneri = = b6 —— 4;EricHughes 
‘ae  anaaaaiaal | LaVange, Lisa mi a eee *Sandecn 
“MeOH 8G ae: | Amanda Peppercorni~ Proschan, Michael 


(NIH/NIAID) [Ey (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= peel aa 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


ean Teen ee Mel bs ; Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Redpicnts/en= a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= se Apap aa ah Sal Vincent, Michael 

Karen mulid Price 


Christophe tI ee 

cc: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


A ee eas se pase Dare ees ia Ges eu eer ae 2a Near Eron, Joseph JJr 


TEVDIBOHFD3SPDLT enc Récipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc] 

Subject: Follow-up from ACTIV TX-Clinical Master Protocol Subgroup #15 

Attachments: ACTIV_Therapeutics-Clinical_MP Sub-Group Meeting 11May2020_Key Takeaways.pdf; ACTIV Therapeutics- 
Clinical _MP Subgroup_1iMay2020 Meeting Guide.pdf; Adapt Out COVID Overview051120.pdf 
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Dear TX-Clinical Master Protocol Subgroup, 


Thank you all for a great call today and giving us an extra 30 minutes more than usual to allow us to hear the 
presentation from the ACTG group on their outpatient master protocol. 


We also want to say huge thank you to Sandeep, Pranab, and Christophe for the very good and very fast simulation work 
that they put together for ACTT-3. All the pieces for our first trial are falling into place. 


Please find attached a brief summary of the discussion and the slides once again to refer to for both the ACTT-3 progress 
and the ACTG study. Please keep in mind that both of these studies are pre-FDA review so we would ask that the details 
not be shared broadly at this time. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Parinerships 

Foundation for the National Institutes of Health 
Direct: | |Mobile: be} 
fiil.ore 
11406 . ace Pike, Sutte 600, North Bethesda, MD 20852 


: Ses 


Donate to the FNUA’s Pandemic Response Fund to combat COVID-19: fnih ore/pandemic 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 
Sent: _5/11/2020 10:53:07 PM 


To: | b6 


APT AIT APTA APT APT AIT APP APTAITAPTATTAPT APTA tI EE eset meet smsmeasmtmemrmemsmememrmem emt 


b6 iBaric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

TFYDIBOREZ3SPOLT) /en= Recipients/cn= 48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 

; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group (EVDIBOHED3SPOLT)/en= Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
{NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


hi Alcdacaedilcateked AL Recipients/cn= Basace9923ae4 15aa3d85ac09ch76F85- DEMINGD. fda]; 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c43 11c6f3ee-Peter.Adams]; Rao, Srinivas /US 


friar eeemeer mr atmertimasaesrmemimemsn tensa, 


i C5, Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOFEZISPOLT en “Recipients/cn-73143d1860bc42458be254ca21573523- -andersonjm] 
cc: Diamond, Michaeli.__———=i&b6 East tet + Florence, Clint (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm]; Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

OE Eee ee ee 172c87-ccolvis]; Desrosiers, Betsy 


urilla, Michael (NIH/NCATS) {E] (Jehan celabsfoucexchanie Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@deloitte. com]; Tolman, Brett se Salta com]; Wachtel, 


; Lagos, enrigue (NIH/NCATS) 


pebaetstee elena ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Burrus-Shaw, Cyndi NIEIOD) (E] [/o= Exelatie et abs/ Ot Exchange Administrative Group 


Lae aces ‘loseretowk Bl 
eee... ae een 
Subject: ‘RE: ACTIV Preclinical working group (Friday i) 


Attachments: 2020-05-08 Preclinical _WG_Summary_D3.docx; Therapeutic information request form di.docx; ACTIV Partnership 
Leadership Team Meeting 20200506 FINAL.pdf; 2020-05-06_ACTIV_Leadership_Group_Meeting_Summary 
FINAL. pdf 


Dear Preclinical Working group members and invitees, 

Attached please find the minutes from Friday’s meeting for your review. If you find any mistakes, please let me know. 
As part of the action items, Michael Diamond and | we tasked with drafting a 1-2 page document with information for 
prioritization of preclinical therapies for the expert panel to use. | have attached a first draft of what that, and have 
formatted it in a way that we might be able to use to collect the information from potential therapy sponsors. This 


actually contains info from animal (and can have anything about clinical data if repurposing). Your thoughts and 
suggestions about that will be helpful also. 


Finally, | am attaching the slides and the minutes from the Leadership Team Meeting on 5/6/2020 for your review. 
Best regards, 


Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:48 PM 


_iMenetski, Joseph (FNIH) [T]; 


ONITODT [E]; Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas /US; Fideeon James (NIH/OD) [E] 

Cc: Diamond, Michael; Florence, Clint (NIH/NIAID) [E]; Wholley, David (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Lowy, 
Douglas (NIH/NCI) [E]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) 
{E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
{T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Rose Li; Dana 
Carluccio; bagos, Enrique NIEUNERTS: {E]; Jonson, panama (NIH/NCATS) [E]; Gonzalez, Nina; Burrus-Shaw, Cyndi 


Subject: ACTIV Prectinical Wvorldiie group (Friday meee 
When: Friday, May 8, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Set. 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


APARO000004876 


b6 US (New York) 


US (New York) 
US (Chicago) 


| US 
| Us 
US (Houston) 


US (San Jose) 
US (San Jose) 


Meeting ID:: 
Password:: 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/12/2020 12:29:00 PM 

To: EricHughes{  ——=——sb6~—S—S—S—S—S_=sS} Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Aklit ——b6 Ss Meelllors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDL1)/cn Recipients/cn=user257cb364]; Naimish Pateli b6 ~—~——~«s Colvis 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
IEP Onh ae PUL alas 4b7e84cce098457896b2df19fa172c87- oe Young, John 


(YDIBOHF2aSeDLT fen Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841abal6353b96cff8ca9- ehiggs]; Carlos O Garner 


CE VBIBG HESS PULTE CHec le cnt) encoseiiae7oemns) tazatosdcipbedelOacad 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


i aaa nS an mE a mca Se SRE reap Ae SP rene 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=eExchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
i b6 i Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam] 


Subject: Additional Information on Material for ACTIV TX-Clinical Agent Prioritization Subgroup #9 

Attachments: ACTIV_Therapeutics Clinical Agent Prioritization Sub Group_12May2020 Meeting Guide.pdf; ACTIV Therapeutics 
Clinical_Agent Prioritization Sub-Group 12May2020 Mtg Agenda.pdf; Notes on b4 fin COVID Testing 
051120.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


In addition to the materials provided yesterday, | wanted to provide you this short description for the rational of using 
IL-6 inhibition in general in COVID-19 and one final point that | have been made aware of on Actemra. 


RATIONALE FOR STUDYING IL-6 TREATMENT IN COVID-19 PNEUMONIA 
MECHANISM OF ACTION 


The pro-inflammatory, multifunctional cytokine IL-6 is produced by a variety of cell types including T cells, B 
cells, monocytes, fibroblasts, keratinocytes, and synovial and endothelial cells, leading to local production of 
IL-6 in joints affected by inflammatory processes such as rheumatoid arthritis (RA) and systemic sclerosis 
(SSc). It has been shown to be involved in diverse physiological processes, such as T-cell activation, B-cell 
differentiation, induction of immunoglobulin secretion, acute-phase protein production, stimulation of 
hematopoietic precursor cell growth and differentiation, osteoclast differentiation from precursor cells, 
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proliferation of hepatic, dermal, and neural cells, and bone and lipid metabolism (Dayer and Choy 2010). It 
exerts its effects through IL-6R, which is present both in soluble and in membrane-expressed forms. 


Two distinct subphenotypes, a hypo-inflammatory (class 1) and hyper-inflammatory subphenotype (class 2), 
have been identified in acute respiratory distress syndrome (ARDS), a common and frequently fatal cause of 
respiratory failure among critically ill patients. The hyper-inflammatory subphenotype has higher values of 
sTNFr-1 and IL-6, lower platelet counts and more vasopressor use. In a 539 patient study investigating the 
treatment of simvastatin vs placebo, the hyper-inflammatory subphenotype had a higher mortality, fewer 
ventilator-free and organ failure-free days. (Calfee et al 2018 and Calfee et al. 2014). IL-6 could be a 
characteristic of an "inflammatory endotype" of ARDS and potentially could be target for the treatment of 
severe and critical COVID-19. 


GM-CSF and IL-6 are the key cytokines leading to inflammatory storm which may result in increased alveolar- 
capillary blood-gas exchange dysfunction, especially impaired oxygen diffusion, and eventually lead to 
pulmonary fibrosis and organ failure. Their research suggests that IL-6 might play a key role in this process 
and interfering of IL-6 might be a potentially therapeutic for severe and critical COVID-19. 


NOTE: Actemra (TCZ) is the only IL-6 blocker approved for the treatment of CAR-T related cytokine 
release syndrome. 


Thanks again for your consideration of this request. 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


From: Adam, Stacey (FNIH) [T] 
Sent: Monday, May 11, 2020 10:33 PM 
Subject: Material for ACTIV TX-Clinical Agent Prioritization Subgroup #9 


Dear TX-Clinical Agent Prioritization Subgroup, 


We are looking forward to our meeting with you all tomorrow. For the meeting tomorrow, we have to goals: 

1. We would like to get your feedback on the updated design for the prioritization criteria, weighting, and 
staging. The new model, which we have still tried to keep simple so has not to overcomplicate the process can 
be found in the slides for your review. 

2. Wewill be considering an request from one of the ACTIV participating companies. There has been a request 
that ACTIV consider aiding with accrual to one of the IL-6 Inhibitor (Actemra) studies from Roche. This request 
has been made because the company has seen a recent decline in accrual due to a slowing of COVID cases in the 
US and due to a number of competing studies. While no promises have been made, the ACTIV Leadership did 
ask this team to consider the request. Upon review of the request, the co-chairs felt it was right for us to 
consider for the following reasons: 

e During our initial discussions, our group found IL-6 inhibitors to be a high priority target, but triaged 
them from our study due to the fact that we thought other well-designed trials were being 
conducted. Since this may no longer be the case, we wished to reconsider how we might facilitate this 
high priority target. 
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e = {t will benefit patients if we can get at least one of the larger trials in this class to completion so the data 
can be reviewed by the FDA. If determined to be a valid treatment for COVID-19, this would give us one 
more option for treatment. 

® The company was willing to let us review the portfolio of all of the IL-6 inhibitors being tested, and only 
say yes to assisting them if we thought that Actemra was the best option for patients and getting a 
valuable treatment to them quickly. 

To assist this group with this last point, | have put together a very quick summary of either the existing 
clinical data or preclinical data for one and links to the safety and DDI profiles for each compound. !am 
hoping that this will aide in your deliberations | this matter. (see attached document) We will also be 
receiving additional rationale information. 
It is important to note that Roche is not asking for any funding, but merely help in identifying sites that would be 
capable of opening their trial to accelerate its accrual. If our group determines that Actemra is the most 
appropriate choice of IL-6 inhibitors and that IL-6 inhibition remains a high priority target, we will refer Roche to 
our Clinical Trial Capacity WG to have them assist in site identification. 


One note: We do understand that if we choose to do this we will be putting one more trial in the same space as 
our master protocol, so that should likely be factored into the discussion. 


Thank you all in advance for your consideration of these two topics. We look forward to a fruitful discussion tomorrow. 


Best, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/12/2020 1:13:04 PM 

To: i 


eV ET PEL ies Rese talc ioc (eae sc eess een Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=al1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_LEYDIBOHF235PDLT)/cn= Hid lial i cece tg Resnansky, Laura 


[eee eee emma eee emeetmtnsermsmsetmtmrerermserermsncmrmemeneg 


Wes ExchangeLabs/ou= Bichange Adininistwative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Wachtel, Jonathan [jwachtel@deloitte.com] 

Subject: RE: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05122020.pdf 


Dear Colleagues, 


Just a quick reminder that our working group meeting today (Tuesday, May 12) is scheduled for 11:00 am (eastern time 
USA). On Friday, we will resume our usual WG meeting time. Apologies for any confusion this has caused. 


Looking forward to talking with you soon. 
Karen 


From: Tountas, Karen (FNIH) [T] 

Sent: Tuesday, April 14, 2020 5:00 PM 

To: Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

When: Tuesday, May 12, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Importance: High 


Apologies for the repeat emails, updated agenda is attached. Karen 


Dear Colleagues, Attached is the meeting agenda. Looking forward to a robust discussion about vaccine protocols 
and capacity needs! Karen 
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ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/12/2020 1:41:05 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
Seep Fag ge lace pee a Draghia-Akli, 


ital [/o=ExchangeLabs/ou=Exchange Adtainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= cued Eves Administrative Group 


sta nrm ee meee msermimiereimrEsemterersemiermimememey 


pone Ge Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AE IDIBO RE Za5E DU) IChs Reciblents/ea= e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Burgess, Timothy 


cc: Kim, Elizabeth [elkim@deloitte. com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Wholley, David 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Letter to the ACTIV Executive Committee for Group's Review 

Attachments: Proposal for ACTIV leaderhsip-vF 051220.pdf 


Dear TX-Clinical Working Group members, 
Please find attached the final version of the letter that will go to the ACTIV Executive Committee shortly. 


Thank you all for your review, 
Stacey 


Stacey J. Adam, PhD 


Dyrector, Cancer 
Research Partnerships 
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From: Adam, Stacey (FNIH) [T] 
Sent: Monday, May 11, 2020 12:03 PM 
Subject: Letter to the ACTIV Executive Committee for Group's Review 


Dear TX-Clinical Working Group members, 


As discussed on last Thursday’s call, the small writing team (Carl, Keith, Amanda, Judy, Libby, and Peter) have worked 
with the co-chairs to formulate the attached letter that attempted to capture the challenges and concerns that were 
expressed by the group. 


They would now like to have the group review and comment if desired before the note is sent to the ACTIV Executive 
Committee tomorrow ahead of their scheduled meeting on Wednesday this week. Therefore, we would ask the group 
to review and send any comments they have or any edits they think absolutely critical by 9AM tomorrow (May 

12). Any necessary updates will be made and then the letter will be sent on to the Executive Committee. 


The team would also like to send this on behalf of the whole group with all the group members listed. Please let us 
know if you are okay with this plan. 


Thank you all for your efforts and strong desire to see our remit for this partnership succeed! 
Stacey 


Stacey —, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the Nat ional bastitutes ot Health 


J Mobile: i i b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 5/12/2020 2:45:37 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Stoffels, Paul [JJCUS] 
i b6 iFauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= pecbienroi Sbc3fc3ebfcf48879f92 169bd7644e29- Janet.Woodc]; Pao, William 


cc: Colvis, Christine (NIH/NCATS) {E] ies ExchangeLabs/ou=Exchange Adrainisnative Group 
(FYDIBOHF23SPDLT)/cn= RES pients cans nr ceree ere eee bert tas ee -ccolvis]; Desrosiers, Betsy 


[/o=ExchangeLabs/ou=Exchange ‘Administrative Group 

{OPIBCHT Zeor ULI /eh-Reeplents/cy- =527b160038004a199ae6e0bac2226099-readsa]; Jansen, Kathrin 
fea gna be J; Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= La apes lteter ach taeda lowyd]; Young, John 


(FYDIBOHE23SPDLT)/ene pe picne (ene 8598d551d 1d345Seaf14854c83f41d84- freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 

Attachments: Proposal for ACTIV leaderhsip-vF 051220. pdf 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


From: Adam, Stacey (FNIH) [T]} b6 


Sent: Tuesday, May 12, 2020 ons AM 


Pe a a a a belay 


a Anands Peppercorn: 


APARO000001549-2444097 
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a. | Higgs, Elizabeth (NIH/NIAID) [E] i b6 :elkim@deloitte.com 


Subject: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/12/2020 2:58:32 PM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Corey, Larry 


[ frets oe gs ces Tein al + Disbrow, Gary (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(DIBOHF23S6DLT)/cn=Recipients/en= =62a151e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
b6 i Erbelding, Emily (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Hudson, Thomas 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Johnson, Robert 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= feb0b05457404e2f8b88af78e9ac4dd9-Robert. John]; Kramer, Lynn 


(FYDIBOHF23SPDLT)/cn= Rediplents/ene 2d7€3683137473bbce161547a82f2de- clane]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Mascola, John (NIH/VRC) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ESPIBOBEZ SED en- Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Meeker, David 


Prinses racntesyminte ladies eeedsrmsmie secre 


i b6 + Menetski, dose (FNIH) [T] [/o=ExchangeLabs/ou= ercnaee Administrative Group 


Rasi, Guido 
; Santos, Michael 


phate tan ON oe ee _i Colvis, Christine (NIH/NCATS) [E] [/o= Eetavecaesienk eehenee Administrative 
Group (POBONFRSSPOLT en Redlplents/ c= Biko cata letnton thas a ccolvis]; Desrosiers, Betsy 


Kurilla, Michael (NIH/NCATS) [E] [/o= Teen Me exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Kim, 
Elizabeth [elkim@deloitte.com]; Stratton, Ben [bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 


APARO000017205 


Cc: 


Subject: 


Location: 


Start: 
End: 


Show Time As: 


Required 
Attendees: 


[jwachtel @deloitte.com]; Rachel Ramoni [/o=ExchangeLabs/ou=Exchange Administrative Group 
PENDIEOUE ZS SEELU a Recipients/cn= d3f6cb5237a44b75887b8aicalf9bb91-Rachel.Ramo]; shai Robert 


‘Administrative Group (FYDIBOHF23SPDLT)/cn= ERECT SETAE a REPORLOND TTS NARS]; 
Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh] 

Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7 daee4982ae495f-baraschk]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpal]; Hoffstetter, Renata 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHF23SPDLT)/cn= Reclbients/ans €3e9758570bf4ca08552ea377170ecza- perereye: lberdemaj, Vaide 


Group (FYDIBOHF23SPDLT)/cn= Reciplents/ne 3e9041ab27204d83b06752f67a44b0d1- lagoses]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Melencio, Chery! (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHE23SPDLT)/cn= Becpienbicns 21 set Nar Ned Tobbecde /apsboae eat mielensiorl, Protasiewicz, Ann 


(FYDIBOHF23SPDLT)/ene Ree penis) eae 202345faSd1ddd7eaf4e0fsdaS8bclac- acndait Thomas, Ashley 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Sepulveda, Dorina (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Reel nisic 675efcc8cf7b4f6986d 1eb3c3ed 1 fd96- sepulvedade]; FNIH Central Account 


stimsintemntemrerreseincmrenrasmcmsinsesbneescememsetmem sense 


Parker, Ashley (NIH/OD) [E] ez Sxch angel abs(oUcexchange marninisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Gladman, Jordan (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eb38a598f96f488299a655a7312138fd-gladmanjt]; Elsaid, Olivia 


[oelsaid@deloitte.com]; Castillejos zenteno, Carlos [JRDUS] § b6 i; Dimishkov, Roxanne (NIH/NHLBI) 


[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d841506197 1c493881c08c8c6cd75fb8-dimishkovrd] 


ACTIV Response Partnership Leadership Team Meeting #4 


6/3/2020 4:00:00 PM 
6/3/2020 5:30:00 PM 
Tentative 


Austin, Christopher (NIH/NCATS) [E]; Collins, Francis (NIH/OD) [E]; Corey, Larry; Disbrow, Gary (OS/ASPR/BARDA); 
Dolsten, Mikael; Erbelding, Emily (NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Hudson, Thomas; James, 
Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; Marks, Peter 
(FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; Menetski, Joseph (FNIH) [T]; Pangalos, 
Mene; Pao, William; Paul, Steve; Perlmutter, Roger; Plump, Andy; Rasi, Guido; Reed, John; Rouse, Doris; Santos, 
Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Tsai, 
John; Vessey, Rupert; Virgin, Skip; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Freire, Maria (FNIH) [T]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Gonzalez, 
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Nina; Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Rachel Ramoni; 
Plenge, Robert; Talley, Michael; william.lee@gilead.com; Cavaleri, Marco; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD); Gibbons, Gary (NIH/NHLBI) [E] 

Optional Barasch, Kimberly (NIH/NIAID) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Conrad, Patricia 

Attendees: (NIH/NIAID) [E]; Hoffstetter, Renata (FNIH) [T]; Iberdemaj, Vaide; Lagos, Enrique (NIH/NCATS) [E]; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Protasiewicz, Ann; Simon, Dina (NIH/OD) [C]; Thomas, Ashley (FDA/CDER); 
Wood, Gretchen (NIH/OD) [E]; Sepulveda, Dorina (FNIH) [T]; FNIH Central Account; Li, Rose; Zottoli, Jessica; Parker, 
Ashley (NIH/OD) [E]; Gladman, Jordan (NIH/OD) [E]; Elsaid, Olivia; Castillejos zenteno, Carlos [JRDUS]; Dimishkov, 
Roxanne (NIH/NHLBI) [C] 


Join Zoom Meeting 


cs 
Password: 


One tap mobile 


iUS (New York) 


Gidiciisssapesesmoet ities comet speememnmed feermtmsme vein ies tteninot sais sniememsmimemiisieteed 


Dial by your location 


i US (Chicago) 
i US (New York) 


i US (Germantown) 
| i US (Tacoma) 
i US (Houston) 


iUS (San Jose) 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/12/2020 3:09:00 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
TOI HE ae ee OT eNe a nn aathony (MiH/NIAO et bee collinet], Dolsten, Mikael 


4; Wholley, 
~~} Desrosiers, Betsy 


cc: 
oe Déuglas (NIH/NCI) [E] 
Subject: 
Location: 6 
Start: 5/20/2020 7:30:00 PM 
End: 5/20/2020 9:00:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 

Attendees: William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Tabak, Lawrence (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; 
Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, 
Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Freire, Maria (FNIH) [T]; 
Wolinetz, Carrie (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; Anderson, James (NIH/OD) [E]; Lane, Cliff 
(NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Marks, 
Peter (FDA/CBER) 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Elsaid, Olivia; Gonzalez, Nina; James, Stephanie (FNIH) 

Attendees: [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, 


LTAB0000007293-2444228 


Gretchen (NIH/OD) [E]; Zanellato, Ann; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Li, Rose; FNIH 
Central Account; Awwad, David (NIH/NIAID) [C]; Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina 
(FNIH) [T]; Hardesty, Rebecca (NIH/OD) [C]; Lagos, Enrique (NIH/NCATS) [E]; Carver, Trea (NIH) [C]; Lowy, Douglas 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


One tap mobile 


b 6 US (New York) 
iUS (Germantown) 


iUS (New York) 
iUS (Germantown) 


i 
i 1US (Chicago) 
‘ b 6 iUS (San Jose) 
i ‘US (San Jose) 
i 


‘US (Tacoma) 


LTAB0000007293-2444228 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/12/2020 3:09:01 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVDIBOREZ252DER)/cn= Se eto Geet Peele collinst]; Dolsten, Mikael 


(EYDIBOHE23SPDLT)/en Recipiente/en= df38103d75134f658ae2d356f0396b94- afaucil; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn= b71b953b50a5495ca0f2869ab13bc407- gibbonsgh]; Pao, William 

i; Stoffels, Pauli 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] cor ated coe ec names Administrative Group 


ince a Td op ace eee Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o= ae Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Lee 8598d551d1d345Seaf14854c8341d84- -freiremc]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cha9e5098-mculp]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Marks, Peter 
(FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859eicf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Elsaid, Olivia 
[oelsaid@deloitte.com]; Gonzalez, Nina [ningonzalez@deloitte.com]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kim, Elizabeth 
[elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af$2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e1 8ef4cc6952f65f80-santosmr]; Stratton, Ben 
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[pstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Barasch, Kimberly (NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7 daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Foose oe en. Recents) ci bcf06de08ba845249b9b36ad216e237e- amemenusl; Protasiewicz, Ann 


(EVDIBOHED3SPDLT)/enz RCcIDIGRIS/eAE LbcdSd37c1e4309a251d013e1cc89b0- ached: Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Zanellato, Ann 


ie tent b 6 5 Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c3 1f6-shawcy]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn= 202345 faSd1d4d7eaf4e0f3daS8bclac- simendtn|: Li, Rose 


Wes cnaneeiana seen Administrative Group 
HEDIS S Hie ok DEN fen Recipienitsisp- dao tee ie4de La Bievachibea ier dayenadl; Zottoli, Jessica 


“(EYDIBOHF23SPDLT)/enz Re inienta/ene 136a73bd42274938aa4676738767183e- eschinT Sepulveda, Dorina (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d1eb3c3ed1fd96-sepulvedade]; Hardesty, Rebecca 
(NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ac05f976df484ed69022b8663cd448d3-carverkr]; Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AEYDIBOHF23SPDLT)/ene Recipicats/ai= flb7b8fe4739478bb17840c56902718a-lowyd]; 


Subject: ACTIV Executive Committee Teleconference 
Attachments: FW: Materials for May 20 ACTIV Executive Committee Teleconference; ACTIV mAb Meeting with Companies 


Location: b6 i 


Start: 5/20/2020 7:30:00 PM 
End: 5/20/2020 9:00:00 PM 
Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 

Attendees: William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Tabak, Lawrence (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; 
Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, 
Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Freire, Maria (FNIH) [T]; 
Wolinetz, Carrie (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; Anderson, James (NIH/OD) [E]; Lane, Cliff 
(NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Marks, 
Peter (FDA/CBER) 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Elsaid, Olivia; Gonzalez, Nina; James, Stephanie (FNIH) 

Attendees: [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, 
Gretchen (NIH/OD) [E]; Zanellato, Ann; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Li, Rose; FNIH 
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Central Account; Awwad, David (NIH/NIAID) [C]; Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina 
(FNIH) [T]; Hardesty Rebecca (NIH/OD) [C]; Lagos, Eprique (NIH/NCATS) [E]; Carver, Trea (NIH) [C]; Lowy, Douglas 


Meeting ID: 
Password: 


US (New York) 
US (Germantown) 


‘US (New York) 
‘US (Germantown) 


! 

'US (Chicago) 
be 6 'US (San Jose) 
:US (San Jose) 


iUS (Tacoma) 
‘US oe 


Password: ‘= 
Find your local number: b6 i 
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From: Woodcock, Janet b6 

Sent: 5/12/2020 54539 PM = 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 

Flag: Follow up 


Will call at 5. Thanks. jw 


From: Collins, Francis (NIH/OD) [E} b6 
Sent: Tuesday, May 12, 20201:31 PM 
To: Woodcock, Janet: Oe > 


Spm?i | b6 a iif youcan. Otherwise after 7 pm is good 
From: Woodcock, Janet; BS 

Sent: Tuesday, May 12, 2020 1:08 PM 

To: Collins, Francis (NIH/OD) [E]i b | 


Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


Sibee RE: Latter to the ACTIV Executive Committee fiom the Therapeutics-Clinical Working Group 


Yes, | would like that. Can you do 3:30? 


From: Woodcock, Janet; BS 
Sent: Tuesday, May 12, 2020 11:28 AM hs EPs ac ; 
To: Collins, Francis (NIH/OD) [E); b6 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


lawrence A (NIH) ¢ 


COLL0000021849 


b6 I>; Anderson, James M eel b6 i; Austin, Christopher P (NIH) 


Subject: FW: Letter to the ACTIV Executive Committe from the Therapeutics: Clinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


From: Adam, Stacey (FNIH) [T]: b6 

Sent: Tuesday, May 12, 2020 9: 52 AM 

To: Wholley, David (FNIH) (T) $B 

Ce: Read, Sarah (NIH/NIAID) Gis cod i; Carlos O Garner 


5 cic @ deloitte.com 
‘Subject: Letter to the ACTIV Execiitive Committee from the Tene -Clinical Working Group 


Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey §, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the er Jostiatss of Health 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/12/2020 6:02:20 PM 

Subject: *Call with Dr. Janet Woodcock 

Attachments: image001.jpg; image002.jpg; image003.jpg; image004.jpg; image005.png 
Location: She will dial you on your iPhone 

Start: 5/12/2020 9:00:00 PM 

End: 5/12/2020 9:10:00 PM 


Show Time As: Busy 


Recurrence: (none) 


Will call at 5. Thanks. jw 


Sent: Tuesday, May 12, 2020 1:31 PM 


To: Woodcock, Janet b6 


sablece RE: Letter to the ACTIV Executive Committee frat the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


Sublece RE: etter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes, | would like that. Can you do 3:30? 


Sent: Tuesday, May 12, 2020 11:28 AM 


To: Collins, Francis (NIH/OD) [E]; b6 ; 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


From: Wholley, David (FNIH) [T] : b6 
Sent: Tuesday, May 12, 2020 10:46 AM 
To: Collins, Francis S (NIH) b6 +; Stoffels, Paul [CUS] | b6 +; Fauci, Anthony S (NIH) 


COLL000001 1098 


b6 >; Gibbons, Gary H (NIH) | b6 ; Woodcock, Janet 


b6 i Pao, William ¢< >; Dolsten, Mikael 


+ Hughes, 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics: -Clinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


To: eae David (FNIH) mr 
Gee Read, Sarah (NIH/NIAID) [E] 


‘Subject: Letter to the ACTIV Executive Committee from the esse -Clinical Working Group 
Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Ehrector, Cancer 

Research Partnerships 

Pouncadon for the National institutes of Health 


Direct: : b6 | Mobile: b6 


Donate to the FNIH’s Pandemic Response Fund ic combat COVID-19: fnih.ore/pandemic 


COLL000001 1098 


COLL000001 1098 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/13/2020 1:57:04 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Dolsten, Mikael 
ae b6~—~— ; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ial aah cae sl ace ILL aa Dole Pao, William 


trict ictmnrninpeeinrmen inning? DEUTTEIS, POM PIR UO jG Od 


Wesel encelsbooieba ha we Adralnisteative cae 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AEYDIBOHE23S2DLTicns Pesibicatsien=tbyeedec 098] sobbed lal eer oe Desrosiers, Betsy 


(FYDIBOHF23SPDLT)/cn= ee de4e85061e3943b9b8ad31426727861F- Ruble Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Read, Sarah (NIH/NIAID) [E] 
ep acl lie oe ae Administrative Group 


‘(FYDIBOHF23SPDLT)/cn= Recpients/cne 500 1afS2dc4a427ea3d34f1e072"8cb7- afenecillay Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee7 70-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Wolf-Rodda, Julie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=89f0a08ab7224e0b9dc5al1 18ff336aff-wolfrodj]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 

cc: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76cl1f-woodgs] 

Subject: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 

Attachments: Agenda ACTIV EC Meeting #1 5-13-20.docx; Proposal for ACTIV leaderhsip-vF 051220.pdf 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 
Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter from the 
Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


APAR0000020353 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look forward to a 
productive meeting. 


Regards, 
David 


Davil Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


; 3 Rockville Pike Suite 600 North Bethesda, MD 20852 


fe 2019, the PNOH carned the highest rating from Charity Navigator fer the fifth consecutive peur and was recognized 
as an organization that exceeds industry standards, 


APAR0000020353 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/13/2020 1:58:34 AM 

a pee Hughes! Biro each eae ed Sn eee ern ee ae 


iF Stein, iat OMICEER) [/o=ExchangeLabs/ou= tere Administrative Group 
aa b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Poole, Mike 


ieBIGOHEZS PDL) Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= SEI Ie HES en DBO Fedo sae 28 taba tose sb ebetie cay: ehiggs]; Carlos O Garner 


fps ten stecinas cae) tin soa espa enn sie paint anses meayeer aware 


(EVDIBOHEDSSPDIT) /en= fécipients/cn=036113c7be0f42#897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= oe Exchange Administrative Group 


i “Walker, Paula (NIH/NINDS) [E] [/o= Se pecano Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: Initial Follow-up from ACTIV TX-Clinical Agent Prioritization Subgroup #9 

Attachments: ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 12May2020 Key Takeaways.pdf 


Dear TX-Clinical Agent Prioritizaiton Subgroup, 
Thank you so much for another meeting with great feedback to refine the process. Elizabeth and | will work to 
incorporate your additional changes to the scoring and weighting. In addition, | am looking into the additional 


resources that the group was requesting. 


For now please find some high level action items and notes that Elizabeth was kind enough to capture. | will follow-up 
with the formal summary to the meeting in the next 24 hours or so. 


As always, if you have any questions, please do not hesitate to contact us. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Drector, Cancer 
Research Partnerships 


APARO0000005426-2441068 


Founcation for the National Institutes of Health 


APAR0000005426-2441068 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/13/2020 2:03:51 AM 

To: Stoffels, Paul (0 be 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Attachments: Agenda ACTIV EC Meeting #1 5-13-20.docx; Proposal for ACTIV leaderhsip-vF 051220.pdf 


Hi Paul, 


| understand from David Wholley that you will be able to join the ACTIV ExComm call tomorrow —| am really 
glad to have your co-leadership for this important discussion. 


Can | ask you to make brief opening remarks at the outset, and also to help me summarize at the end? 


Many thanks, Francis 


bé_ “aa * Tountas, Karen enn mh 


(NIH/NIAID) [E} 
(NIH/OD) [E] 4 
Julie (FNIH) (T} be 
Cc: Melencio, Cheryl (FNIH) (T]; 


Subject: Agenda for ACTIV EC meeting tomorrow marine at 8: 00 AM Eastern US Time 
Importance: High 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 
Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter from the 
Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look forward to a 
productive meeting. 


Regards, 
David 
David Wholley 


Senter Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


COLL000001 1027 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the PNIH earned the highest rating fram Charity Navigator for the fifi consecutive year und was recognized 
as an organization that exceeds industry standards, 


COLL000001 1027 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/13/2020 2:37:49 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Be cena ee DECLAROR. fd]; Mark Eisner 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Svehahce Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= shee sll hai 527b160038004a199ae6e0bac2226099- keedse Amanda Peppercorn 


{EVDIBOHF23SPDLT)/ene Redipienits/en= a583eced842c44b 1 8bb6fcd3820bee21- Siked fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= Sri oye a Exchange Administrative Group 


/EYOIBORESSSPDLTI/ ae Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Se ne eee eee ehiggs]; Euless Timothy — 


cc: ‘Tountas, Karen (FNIH) (T} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Materials for ACTIV TX-Clinical Master Protocol Subgroup Meeting #16 

Attachments: ACTIV Therapeutics-Clinical_ MP Subgroup_13May2020 Meeting Guide.pdf 


Dear TX-Clinical Master Protocol Subgroup, 


Please find attached the slides for our portion of the meeting tomorrow. The presentation slides from I-SPY will be 
shared on the call from their group. 

We are going to try to keep the I-SPY presentation to no more that 40 minutes, including questions so we can discuss a 
few necessary matters for next steps on our trials. 


APAR0000005423 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research panes 3 


One.tap.mobile. ar cassie Oa sie aiieamcwaatig 


b6 ‘us (Chicago) 
CRE eee ER TEs ahs TE 'US (New York) 


' US (Chicago) 
iUS (New York) 


'US (Germantown) 
'US (San Jose) 
'US (San Jose) 


Us (Tacoma) 


APAR0000005423 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/13/2020 10:46:49 AM 

To: Hardesty, Rebecca (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabfi10af70-hardestyrs] 

Subject: Fwd: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Attachments: Agenda ACTIV EC Meeting #1 5-13-20.docx; ATTO0001.htm; Proposal for ACTIV leaderhsip-vF 051220. pdf; 
ATTOOQ002.htm 


Begin forwarded message: 


Aningonzalez@deloitte, com> 
Ce: "Melencio, Cheryl (EN ul 


"Wood, Gretchen (NIH/OD) [E]" 


Subject: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 
Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter 
from the Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 
David 
David Whalley 


Senior Vice-President, Research Partaerships 
pana for the National fastitutes of Health 


APARO000013387 


1140) Rockville Pike Suite G00 North Bethesda, MI} 204582 


fn 2019, the PNEG earned the highest rating from Charity Navigator for the fifth cansecutive year and 
was recognized as an organization that exceeds industry standards, 


APARO000013387 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/13/2020 11:19:33 AM 

To: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

cc: Hardesty, Rebecca (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs] 

Subject: Fwd: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Attachments: Agenda ACTIV EC Meeting #1 5-13-20.docx; ATTO0001.htm; Proposal for ACTIV leaderhsip-vF 051220.pdf; 
ATTO0002.htm 


For 8am ACTIV EC Meeting if you want to read ahead. 


Thanks, 
Ashley 


Begin forwarded message: 


| npesrodere Betsy" 


i "Jansen, Kathrin" 


Weantos: Michael (FNIH) [ ul a | 'Ereire, Maria (FNIH) ir b6 i 


Se es caceen 


“Tabak, Lawrence te fey"? i 


Subject: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 
Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter 
from the Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 


David 


APAR0000013379 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


fn 2019, the PNGH carned the highest rating from Charity Navigator far the fifth consecutive peur and 
wes recognized as ai arganization that exceeds industry standards. 


APAR0000013379 


From: Anderson, James (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 5/13/2020 11:23:17 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: FW: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 

Attachments: Need for NHP planning coordination process 5-12-2020.docx 


Larry, 


My responsibilities start earlier today that | thought. Attach is a summary of where we are with planning for NHP use for 
COVID research. Feel free to paraphrase at today’s Exec Comm meeting and tomorrow’s ICD meeting. 


coordinating center to interact with ACTIV. Interaction with the NIAID resources still requires coordination. 


Thanks for your help. 


Jim 


(NIH/NIAID) vel 
(NIH/OD) (Eli. 


Sablece ngenas for ACTIV EC meeting tomorrow morning at 8: 00 AM Eastern US Tite 

importance: High 

Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 

Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter from the 


Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look forward to a 
productive meeting. 


LTAB0000019009 


Regards, 
David 


Davil Wholley 
Senter Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


11406 Rockville Pike Suite 600 North Bethesda, MD 20852 


dp 201%, the PNIH carned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organiuaion that exceeds industry standards, 


LTAB0000019009 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 

Sent: 5/13/2020 11:53:26 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; NIH Director's Executive 
Committee [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8dd6ae9e97864c7a930aa2a27dc4cb28-OD-Small St] 

CC: Prince, Scott (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0fd557b0e1194e36bc407110cb681025-princes]; OCPLPressTeam 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53ba510dfce44512b4a76db41c90df84-OCPL Press]; Kolberg, Rebecca 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=30071513c5a8433a98883fd78d360a91-kolbergr]; Pelis, Kim (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d27af8a8b53f4728a25e9b83984ce9f1-pelisk]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Kuska, Bob (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d9c3f44321bf44ada7bdf6acledcfa85-kuskar] 

Subject: Science: Unveiling ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


Science 


AP Photo/Ted S. Warren 


Unveiling “Warp Speed,’ the White House’s America- 
first push for a coronavirus vaccine 


By Jon Cohen May. 12, 2020 , 5:05 PM 
Science’s COVID-19 reporting is supported by the Pulitzer Center. 
Conventional wisdom is that a vaccine for COVID-19 is at least 1 year away, but the organizers of a U.S. government 


push called Operation Warp Speed have little use for conventional wisdom. The project, vaguely described to date but 
likely to be formally announced by the White House in the coming days, will pick a diverse set of vaccine candidates and 
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pour essentially limitless resources into unprecedented comparative studies in animals, fast-tracked human trials, and 
manufacturing. Eschewing international cooperation—and any vaccine candidates from China—it hopes to have 300 
million doses by January 2021 of a proven product, reserved for Americans. 


Those and other details, spelled out for Science by a government official involved with Warp Speed, have unsettled some 
vaccine scientists and public health experts. They’re skeptical about the timeline and hope Warp Speed will 
complement, rather than compete with, ongoing COVID-19 vaccine efforts, including one announced last month by the 
National Institutes of Health (NIH). “Duplication only leads to infighting and slowing people down,” says Nicole Lurie, 
former U.S. assistant secretary for preparedness and response, who advises the Coalition for Epidemic Preparedness 
Innovations (CEPI), a nonprofit funding and helping coordinate COVID-19 vaccine efforts. “The U.S., and others around 
the world, should be engaged in this competition against the virus, not against one another. 


Warp Speed, first revealed by Bloomberg News on 29 April, has so far only been outlined. President Donald Trump 
briefly discussed the initiative the next day, saying, “We’re going to fast track it like you’ve never seen before.” 
According to a CNN report on 1 May, which the source who spoke to Science confirmed, Warp Speed intends to deliver 
the first 100 million doses of a vaccine in November and another 200 million over the following 2 months. 


An extraordinary 110 COVID-19 vaccines are in development, and eight candidates—four from Chinese companies— 
have entered small trials in people, according to an 11 May update from the World Health Organization (WHO). But 
there’s less than meets the eye in many of the efforts, says a vaccine veteran who asked not to be named. “Half of them 
are companies that have three guys, an administrative assistant, and a dog.” 


The idea for Warp Speed was hatched in early April, says the official, a scientist, who was given permission to discuss it 
with Science if his name was not used. “Looking around, it became clear that without a really heroic effort, none of the 
existing efforts to produce vaccine was going to lead us to have vaccine to prevent what looks increasingly like a second 
wave that could sweep come October, November,” he says. Warp Speed will have three separate “virtual teams” to 
address development, supply and manufacturing, and distribution, led by a “core team” of a few dozen experts from 
government, industry, and academia. 


Warp Speed has already narrowed its list of vaccine candidates to 14 and plans to push ahead with eight, the official 
says. “The idea for us is to pick a diversified portfolio” of vaccines made with different technologies, or platforms. 
Organizers were concerned that other government vaccine investment has been “heavily weighted” toward just two 
candidates: one made with messenger RNA encoding the coronavirus surface “spike” protein and the other using a cold- 
causing adenovirus to deliver the same protein’s gene. Neither technology, the official notes, has yet led to approved 
vaccines for any disease. 


The official declined to identify Warp Speed’s vaccine candidates, but he stressed two key criteria: safety and the 
potential to make hundreds of millions of doses quickly. “We don’t have time to debug manufacturing issues here,” he 
says. By July, Warp Speed hopes to have its eight lead candidates in human trials. At the same time, it will fund a large- 
scale comparison of their safety and efficacy in hamsters and monkeys to help winnow down that group. “If something’s 
really bad, we’ll get rid of it,” he says. 


In parallel with the trials, the project will lay the groundwork for “heavy duty manufacturing” of as many as four 
different vaccines. More than one may prove worthy, and multiple options guard against contamination incidents and 
other supply concerns. 


Although Warp Speed has not ruled out any type of vaccine, it will not consider ones made in China, such as the 
inactivated virus vaccine recently shown to protect monkeys from the coronavirus, a first. “We can’t partner with 
Chinese companies,” the official says. “That’s just not going to happen.” The decision was “above my pay grade,” he 
adds. But the chosen vaccines could be made by a company that is not headquartered in the United States. (White 
House trade adviser Peter Navarro in a February memo to the Coronavirus Task Force championed a “Manhattan 
Project” for COVID-19 vaccines that would prioritize U.S.-based companies.) 
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Warp Speed’s main goal is to protect the United States. “The attitude here is the oxygen mask approach,” the official 
says. “We want to get our oxygen mask on first and then we’re going to help the people around us.” Warp Speed, he 
says, plans to “freely disseminate information” to other countries and share manufacturing technologies, and it may 
make extra doses for the world. 


Many scientists and organizations have argued, however, that any proven COVID-19 vaccines should be accessible and 
affordable to everyone in the world at the same time. WHO and other groups on 24 April formed the Access to COVID- 
19 Tools Accelerator that aims to speed development of diagnostics, therapeutics, and vaccines, and ensure “equitable 
global access to safe, quality, effective, and affordable” products. The European Commission, in turn, organized a 
fundraiser on 4 May, the Coronavirus Global Response, at which world leaders from many countries and some 
philanthropists pledged $8 billion; the United States did not participate. CEP! and another nonprofit group, GAVI, the 
Vaccine Alliance, will oversee the vaccine drive. “It’s a global problem, and it needs a global solution,” says Seth Berkley, 
who heads GAVI. 


Berkley supports Warp Speed’s plan to triage the many candidates, but he calls it a shortsighted mistake to rule out 
Chinese products, “given the fact that they’re a couple of months ahead.” The Bill & Melinda Gates Foundation is closely 
following “15 or so” vaccine candidates, including ones from China, and will support the most promising ones, adds 
Emilio Emini, a former vaccine developer now with the foundation. “You need to have a global portfolio so that you’re 
not putting all your chips on one part of the roulette table,” he says. 


WHO has yet another ambitious COVID-19 vaccine project, the Solidarity Trial, that plans to compare candidates in 
human studies. That effort is headed by Andrew Witty, former CEO of GlaxoSmithKline, a major vaccine manufacturer. 
On Monday, WHO Director-General Tedros Adhanom Ghebreyesus said there are seven or eight “top” vaccine 
candidates the group hopes to accelerate. What will happen with production and supply if one of these other groups 
and Warp Speed select the same vaccine to prioritize is unknown. 


Warp Speed’s relationship to the NIH initiative, Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV), 
remains unclear. That project plans to coordinate clinical trials of several COVID-19 vaccines and use common 
institutional review boards, safety monitors, and protocols, NIH Director Francis Collins and co-authors explain in a 
commentary published online on 11 May by Science. ACTIV is also considering controversial human “challenge” studies, 
which would fast-track a vaccine’s evaluation by immunizing healthy people and deliberately infecting them with the 
new coronavirus or a weakened form of it. 


When asked about the NIH effort, the Warp Speed official said there is “no conflict at all—they are working together— 
one intellectually (ACTIV) and one operationally (Warp Speed).” But several scientists on the ACTIV vaccine 
subcommittee say they know little about Warp Speed. And one member, Peter Hotez of the Baylor College of Medicine, 
worries about both its name and timeline, noting the antivaccine movement argues products are often rushed to market 
without adequate testing. “Some of the language coming out of the White House is very damaging,” says Hotez, who is 
part of a team making a COVID-19 vaccine candidate. As for the January delivery of 300 million doses, “I don’t see a path 
by which you can collect enough efficacy and safety data by the end of the year.” 


Kathryn Edwards, a vaccine specialist at Vanderbilt University who is also participating in ACTIV, notes that the efficacy 
trials, which will ideally track symptomatic disease in areas of high transmission, also face complicated logistical issues 
given that many people will only have mild cases of COVID-19 or not know they are infected at all. 

The official acknowledges Warp Speed is aiming high. “I know that there’s a reasonable probability that we’re going to 
fail,” he says. “And if we fail, | want to make sure we’ve investigated all of the different potential ways we could have 
gone.” 


Posted in: 


e Health 
e Coronavirus 
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doi:10.1126/science.abc7056 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 770CFC7EE770-TABAKL] 

Sent: 5/13/2020 1:02:28 PM 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: Re: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 


Thanks Jim. | did speak on your behalf, emphasizing that you have connected with all primate centers and that they are 
onboard, but we need the exec comm guidance about priorities. 
Larry 


From: "Anderson, James (NIH/OD) el", 
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Subject: FW: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 
Larry, 


My responsibilities start earlier today that | thought. Attach is a summary of where we are with planning for NHP use for 
COVID research. Feel free to paraphrase at today’s Exec Comm meeting and tomorrow’s ICD meeting. 


We plan to make the admin supplements to the NPRCs ( b5 require that the NPRCs develop a 


coordinating center to interact with ACTIV. Interaction with the NIAID resources still requires coordination. 


Thanks for your help. 


Jim 


: Young, iohn: 


; Adam, eee EM) (T] 


Freire, Maria (FNIH) [T]: 


(NIH/NIAID) (E] | 


(NIH/OD) [E]} 


LTAB0000019206 


b6 : Wood, Gretchen (NIH/OD) [E]} b6 i 


Cc: Melencio, Cheryl (FNIH) (TE ee: 
Subject: Agenda for ACTIV EC meeting tomorrow morning at 8:00 AM Eastern US Time 
Importance: High 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 
Please see attached the agenda for our meeting tomorrow morning (via Zoom) and a copy of the letter from the 
Therapeutics- Clinical Working Group you received earlier today, for our discussion. 


Please let Joe Menetski or Cheryl Melencio know if you are having any problems connecting. | look forward to a 
productive meeting. 


Regards, 
David 


David Whalley 
Senior Vice-President, Research Parterships 
Fou ndation for the National Institutes of Health 


fhihorg 
11400 Rockville Pike Sune G00 North Bethesda, MD 20882 


fu 2029, the PNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that excceds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/13/2020 3:09:36 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Science: Unveiling ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


It’s really unfortunate that Jon Cohen is painting a picture of some kind of conflict or duplication between 
ACTIV and Operation Warp Speed. That’s not the case at all. He also sais that ACTIV is caneiecune human 


Francis 


From: Myles, Renate (NIH/OD) [E]} b6 b 
Sent: Wednesday, May 13, 2020 7: 
To: Collins, Francis (NIH/OD) [E]: 
tiara NS See 


Subject: Science: Unveiling ‘Warp Speed,’ the White House’s America- first push for a coronavirus vaccine 


Science 


AP Photo/Te S. Warren 
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Unveiling “Warp Speed,’ the White House’s America- 
first push for a coronavirus vaccine 


By Jon Cohen May. 12, 2020 , 5:05 PM 
Science’s COVID-19 reporting is supported by the Pulitzer Center. 


Conventional wisdom is that a vaccine for COVID-19 is at least 1 year away, but the organizers of a U.S. government 
push called Operation Warp Speed have little use for conventional wisdom. The project, vaguely described to date but 
likely to be formally announced by the White House in the coming days, will pick a diverse set of vaccine candidates and 
pour essentially limitless resources into unprecedented comparative studies in animals, fast-tracked human trials, and 
manufacturing. Eschewing international cooperation—and any vaccine candidates from China—it hopes to have 300 
million doses by January 2021 of a proven product, reserved for Americans. 


Those and other details, spelled out for Science by a government official involved with Warp Speed, have unsettled some 
vaccine scientists and public health experts. They’re skeptical about the timeline and hope Warp Speed will 
complement, rather than compete with, ongoing COVID-19 vaccine efforts, including one announced last month by the 
National Institutes of Health (NIH). “Duplication only leads to infighting and slowing people down,” says Nicole Lurie, 
former U.S. assistant secretary for preparedness and response, who advises the Coalition for Epidemic Preparedness 
Innovations (CEPI), a nonprofit funding and helping coordinate COVID-19 vaccine efforts. “The U.S., and others around 
the world, should be engaged in this competition against the virus, not against one another. 


Warp Speed, first revealed by Bloomberg News on 29 April, has so far only been outlined. President Donald Trump 
briefly discussed the initiative the next day, saying, “We’re going to fast track it like you’ve never seen before.” 
According to a CNN report on 1 May, which the source who spoke to Science confirmed, Warp Speed intends to deliver 
the first 100 million doses of a vaccine in November and another 200 million over the following 2 months. 


An extraordinary 110 COVID-19 vaccines are in development, and eight candidates—four from Chinese companies— 
have entered small trials in people, according to an 11 May update from the World Health Organization (WHO). But 
there’s less than meets the eye in many of the efforts, says a vaccine veteran who asked not to be named. “Half of them 
are companies that have three guys, an administrative assistant, and a dog.” 


The idea for Warp Speed was hatched in early April, says the official, a scientist, who was given permission to discuss it 
with Science if his name was not used. “Looking around, it became clear that without a really heroic effort, none of the 
existing efforts to produce vaccine was going to lead us to have vaccine to prevent what looks increasingly like a second 
wave that could sweep come October, November,” he says. Warp Speed will have three separate “virtual teams” to 
address development, supply and manufacturing, and distribution, led by a “core team” of a few dozen experts from 
government, industry, and academia. 


Warp Speed has already narrowed its list of vaccine candidates to 14 and plans to push ahead with eight, the official 
says. “The idea for us is to pick a diversified portfolio” of vaccines made with different technologies, or platforms. 
Organizers were concerned that other government vaccine investment has been “heavily weighted” toward just two 
candidates: one made with messenger RNA encoding the coronavirus surface “spike” protein and the other using a cold- 
causing adenovirus to deliver the same protein’s gene. Neither technology, the official notes, has yet led to approved 
vaccines for any disease. 


The official declined to identify Warp Speed’s vaccine candidates, but he stressed two key criteria: safety and the 


potential to make hundreds of millions of doses quickly. “We don’t have time to debug manufacturing issues here,” he 
says. By July, Warp Speed hopes to have its eight lead candidates in human trials. At the same time, it will fund a large- 
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scale comparison of their safety and efficacy in hamsters and monkeys to help winnow down that group. “If something’s 
really bad, we’Il get rid of it,” he says. 


In parallel with the trials, the project will lay the groundwork for “heavy duty manufacturing” of as many as four 
different vaccines. More than one may prove worthy, and multiple options guard against contamination incidents and 
other supply concerns. 


Although Warp Speed has not ruled out any type of vaccine, it will not consider ones made in China, such as the 
inactivated virus vaccine recently shown to protect monkeys from the coronavirus, a first. “We can’t partner with 
Chinese companies,” the official says. “That’s just not going to happen.” The decision was “above my pay grade,” he 
adds. But the chosen vaccines could be made by a company that is not headquartered in the United States. (White 
House trade adviser Peter Navarro in a February memo to the Coronavirus Task Force championed a “Manhattan 
Project” for COVID-19 vaccines that would prioritize U.S.-based companies.) 


Warp Speed’s main goal is to protect the United States. “The attitude here is the oxygen mask approach,” the official 
says. “We want to get our oxygen mask on first and then we’re going to help the people around us.” Warp Speed, he 
says, plans to “freely disseminate information” to other countries and share manufacturing technologies, and it may 
make extra doses for the world. 


Many scientists and organizations have argued, however, that any proven COVID-19 vaccines should be accessible and 
affordable to everyone in the world at the same time. WHO and other groups on 24 April formed the Access to COVID- 
19 Tools Accelerator that aims to speed development of diagnostics, therapeutics, and vaccines, and ensure “equitable 
global access to safe, quality, effective, and affordable” products. The European Commission, in turn, organized a 
fundraiser on 4 May, the Coronavirus Global Response, at which world leaders from many countries and some 
philanthropists pledged $8 billion; the United States did not participate. CEP] and another nonprofit group, GAVI, the 
Vaccine Alliance, will oversee the vaccine drive. “It’s a global problem, and it needs a global solution,” says Seth Berkley, 
who heads GAVI. 


Berkley supports Warp Speed’s plan to triage the many candidates, but he calls it a shortsighted mistake to rule out 
Chinese products, “given the fact that they’re a couple of months ahead.” The Bill & Melinda Gates Foundation is closely 
following “15 or so” vaccine candidates, including ones from China, and will support the most promising ones, adds 
Emilio Emini, a former vaccine developer now with the foundation. “You need to have a global portfolio so that you’re 
not putting all your chips on one part of the roulette table,” he says. 


WHO has yet another ambitious COVID-19 vaccine project, the Solidarity Trial, that plans to compare candidates in 
human studies. That effort is headed by Andrew Witty, former CEO of GlaxoSmithKline, a major vaccine manufacturer. 
On Monday, WHO Director-General Tedros Adhanom Ghebreyesus said there are seven or eight “top” vaccine 
candidates the group hopes to accelerate. What will happen with production and supply if one of these other groups 
and Warp Speed select the same vaccine to prioritize is unknown. 


Warp Speed’s relationship to the NIH initiative, Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV), 
remains unclear. That project plans to coordinate clinical trials of several COVID-19 vaccines and use common 
institutional review boards, safety monitors, and protocols, NIH Director Francis Collins and co-authors explain in a 
commentary published online on 11 May by Science. ACTIV is also considering controversial human “challenge” studies, 
which would fast-track a vaccine’s evaluation by immunizing healthy people and deliberately infecting them with the 
new coronavirus or a weakened form of it. 


When asked about the NIH effort, the Warp Speed official said there is “no conflict at all—they are working together— 
one intellectually (ACTIV) and one operationally (Warp Speed).” But several scientists on the ACTIV vaccine 
subcommittee say they know little about Warp Speed. And one member, Peter Hotez of the Baylor College of Medicine, 
worries about both its name and timeline, noting the antivaccine movement argues products are often rushed to market 
without adequate testing. “Some of the language coming out of the White House is very damaging,” says Hotez, who is 


COLL000001 1022 


part of a team making a COVID-19 vaccine candidate. As for the January delivery of 300 million doses, “I don’t see a path 
by which you can collect enough efficacy and safety data by the end of the year.” 


Kathryn Edwards, a vaccine specialist at Vanderbilt University who is also participating in ACTIV, notes that the efficacy 
trials, which will ideally track symptomatic disease in areas of high transmission, also face complicated logistical issues 
given that many people will only have mild cases of COVID-19 or not know they are infected at all. 

The official acknowledges Warp Speed is aiming high. “I know that there’s a reasonable probability that we’re going to 
fail,” he says. “And if we fail, | want to make sure we’ve investigated all of the different potential ways we could have 
gone.” 


Posted in: 


e Health 
e Coronavirus 


doi:10.1126/science.abc7056 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 

Sent: 5/13/2020 3:17:47 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Science: Unveiling ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


| did reach out to him about the human challenge studies and asked him to correct it. He did not reach out to talk to us 
about ACTIV, but it appears he spoke to plenty of the WG members. 


| could set up a call with Jon so you can talk through it with him (without giving away too much). Thoughts? 


From: Collins, Francis (NIH/OD) [E]} b6 i 


Sent: Wednesday, May 13, 2020 11:10 AM 
To: Myles, Renate (NIH/OD) [E] | 
Cc: Tabak, Lawrence (NIH/OD) ([E]: 


eer eeenreninn oer rt tor Dice ccs 


Wholley, David (FNIH) [T]! “b6 i 


Subject: FW: Science: Unveiling ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


it’s really unfortunate that Jon Cohen is painting a picture of some kind of conflict or duplication between 
ACTIV and Operation Warp Speed. That’s not the case at all. He also says that ACTIV is considering human 


“Subject: Science: Unveiling ANare Speed,’ the White House’s America-first push for a coronavirus vaccine 


Science 
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Unveiling “Warp Speed,’ the White House’s America- 
first push for a coronavirus vaccine 


By Jon Cohen May. 12, 2020 , 5:05 PM 
Science’s COVID-19 reporting is supported by the Pulitzer Center. 


Conventional wisdom is that a vaccine for COVID-19 is at least 1 year away, but the organizers of a U.S. government 
push called Operation Warp Speed have little use for conventional wisdom. The project, vaguely described to date but 
likely to be formally announced by the White House in the coming days, will pick a diverse set of vaccine candidates and 
pour essentially limitless resources into unprecedented comparative studies in animals, fast-tracked human trials, and 
manufacturing. Eschewing international cooperation—and any vaccine candidates from China—it hopes to have 300 
million doses by January 2021 of a proven product, reserved for Americans. 


Those and other details, spelled out for Science by a government official involved with Warp Speed, have unsettled some 
vaccine scientists and public health experts. They’re skeptical about the timeline and hope Warp Speed will 
complement, rather than compete with, ongoing COVID-19 vaccine efforts, including one announced last month by the 
National Institutes of Health (NIH). “Duplication only leads to infighting and slowing people down,” says Nicole Lurie, 
former U.S. assistant secretary for preparedness and response, who advises the Coalition for Epidemic Preparedness 
Innovations (CEPI), a nonprofit funding and helping coordinate COVID-19 vaccine efforts. “The U.S., and others around 
the world, should be engaged in this competition against the virus, not against one another. 


Warp Speed, first revealed by Bloomberg News on 29 April, has so far only been outlined. President Donald Trump 
briefly discussed the initiative the next day, saying, “We’re going to fast track it like you’ve never seen before.” 
According to a CNN report on 1 May, which the source who spoke to Science confirmed, Warp Speed intends to deliver 
the first 100 million doses of a vaccine in November and another 200 million over the following 2 months. 


An extraordinary 110 COVID-19 vaccines are in development, and eight candidates—four from Chinese companies— 
have entered small trials in people, according to an 11 May update from the World Health Organization (WHO). But 
there’s less than meets the eye in many of the efforts, says a vaccine veteran who asked not to be named. “Half of them 
are companies that have three guys, an administrative assistant, and a dog.” 


The idea for Warp Speed was hatched in early April, says the official, a scientist, who was given permission to discuss it 
with Science if his name was not used. “Looking around, it became clear that without a really heroic effort, none of the 
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existing efforts to produce vaccine was going to lead us to have vaccine to prevent what looks increasingly like a second 
wave that could sweep come October, November,” he says. Warp Speed will have three separate “virtual teams” to 
address development, supply and manufacturing, and distribution, led by a “core team” of a few dozen experts from 
government, industry, and academia. 


Warp Speed has already narrowed its list of vaccine candidates to 14 and plans to push ahead with eight, the official 
says. “The idea for us is to pick a diversified portfolio” of vaccines made with different technologies, or platforms. 
Organizers were concerned that other government vaccine investment has been “heavily weighted” toward just two 
candidates: one made with messenger RNA encoding the coronavirus surface “spike” protein and the other using a cold- 
causing adenovirus to deliver the same protein’s gene. Neither technology, the official notes, has yet led to approved 
vaccines for any disease. 


The official declined to identify Warp Speed’s vaccine candidates, but he stressed two key criteria: safety and the 
potential to make hundreds of millions of doses quickly. “We don’t have time to debug manufacturing issues here,” he 
says. By July, Warp Speed hopes to have its eight lead candidates in human trials. At the same time, it will fund a large- 
scale comparison of their safety and efficacy in hamsters and monkeys to help winnow down that group. “If something’s 
really bad, we’ll get rid of it,” he says. 


In parallel with the trials, the project will lay the groundwork for “heavy duty manufacturing” of as many as four 
different vaccines. More than one may prove worthy, and multiple options guard against contamination incidents and 
other supply concerns. 


Although Warp Speed has not ruled out any type of vaccine, it will not consider ones made in China, such as the 
inactivated virus vaccine recently shown to protect monkeys from the coronavirus, a first. “We can’t partner with 
Chinese companies,” the official says. “That’s just not going to happen.” The decision was “above my pay grade,” he 
adds. But the chosen vaccines could be made by a company that is not headquartered in the United States. (White 
House trade adviser Peter Navarro in a February memo to the Coronavirus Task Force championed a “Manhattan 
Project” for COVID-19 vaccines that would prioritize U.S.-based companies.) 


Warp Speed’s main goal is to protect the United States. “The attitude here is the oxygen mask approach,” the official 
says. “We want to get our oxygen mask on first and then we’re going to help the people around us.” Warp Speed, he 
says, plans to “freely disseminate information” to other countries and share manufacturing technologies, and it may 
make extra doses for the world. 


Many scientists and organizations have argued, however, that any proven COVID-19 vaccines should be accessible and 
affordable to everyone in the world at the same time. WHO and other groups on 24 April formed the Access to COVID- 
19 Tools Accelerator that aims to speed development of diagnostics, therapeutics, and vaccines, and ensure “equitable 
global access to safe, quality, effective, and affordable” products. The European Commission, in turn, organized a 
fundraiser on 4 May, the Coronavirus Global Response, at which world leaders from many countries and some 
philanthropists pledged $8 billion; the United States did not participate. CEP! and another nonprofit group, GAVI, the 
Vaccine Alliance, will oversee the vaccine drive. “It’s a global problem, and it needs a global solution,” says Seth Berkley, 
who heads GAVI. 


Berkley supports Warp Speed’s plan to triage the many candidates, but he calls it a shortsighted mistake to rule out 
Chinese products, “given the fact that they’re a couple of months ahead.” The Bill & Melinda Gates Foundation is closely 
following “15 or so” vaccine candidates, including ones from China, and will support the most promising ones, adds 
Emilio Emini, a former vaccine developer now with the foundation. “You need to have a global portfolio so that you’re 
not putting all your chips on one part of the roulette table,” he says. 


WHO has yet another ambitious COVID-19 vaccine project, the Solidarity Trial, that plans to compare candidates in 


human studies. That effort is headed by Andrew Witty, former CEO of GlaxoSmithKline, a major vaccine manufacturer. 
On Monday, WHO Director-General Tedros Adhanom Ghebreyesus said there are seven or eight “top” vaccine 
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candidates the group hopes to accelerate. What will happen with production and supply if one of these other groups 
and Warp Speed select the same vaccine to prioritize is unknown. 


Warp Speed’s relationship to the NIH initiative, Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV), 
remains unclear. That project plans to coordinate clinical trials of several COVID-19 vaccines and use common 
institutional review boards, safety monitors, and protocols, NIH Director Francis Collins and co-authors explain in a 
commentary published online on 11 May by Science. ACTIV is also considering controversial human “challenge” studies, 
which would fast-track a vaccine’s evaluation by immunizing healthy people and deliberately infecting them with the 
new coronavirus or a weakened form of it. 


When asked about the NIH effort, the Warp Speed official said there is “no conflict at all—they are working together— 
one intellectually (ACTIV) and one operationally (Warp Speed).” But several scientists on the ACTIV vaccine 
subcommittee say they know little about Warp Speed. And one member, Peter Hotez of the Baylor College of Medicine, 
worries about both its name and timeline, noting the antivaccine movement argues products are often rushed to market 
without adequate testing. “Some of the language coming out of the White House is very damaging,” says Hotez, who is 
part of a team making a COVID-19 vaccine candidate. As for the January delivery of 300 million doses, “I don’t see a path 
by which you can collect enough efficacy and safety data by the end of the year.” 


Kathryn Edwards, a vaccine specialist at Vanderbilt University who is also participating in ACTIV, notes that the efficacy 
trials, which will ideally track symptomatic disease in areas of high transmission, also face complicated logistical issues 
given that many people will only have mild cases of COVID-19 or not know they are infected at all. 

The official acknowledges Warp Speed is aiming high. “I know that there’s a reasonable probability that we’re going to 
fail,” he says. “And if we fail, | want to make sure we’ve investigated all of the different potential ways we could have 
gone.” 


Posted in: 


e Health 
e Coronavirus 


doi:10.1126/science.abc7056 


COLL0000021913 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/13/2020 5:09:15 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Science: Unveiling ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


We also need to have a crisp answer about the relationship between ACTIV and Operation Warp Speed. And 
then there’s the Manhattan Project 2. People are getting confused. 


To: Collins, Francis (NIH/OD) (E]¢ 
Cc: Tabak, Lawrence (NIH/OD) [E] 
Wholley, David (FNIH) [T]i i 

Subject: RE: Science: Unveiling Warp Speed, the White House’s America-first push for a coronavirus vaccine 


| did reach out to him about the human challenge studies and asked him to correct it. He did not reach out to talk to us 
about ACTIV, but it appears he spoke to plenty of the WG members. 


| could set up a call with Jon so you can talk through it with him (without giving away too much). Thoughts? 


Subject: FW: Science: vss ‘Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 


it’s really unfortunate that Jon Cohen is painting a picture of some kind of conflict or duplication between 
ACTIV and Operation Warp Speed. That’s not the case at all. He also i that ACTIV is es human 


To: Collins, Francis (NIH/OD) [E] c 
SmaliStaff@mail nih.goy> 


i Geurse: iil (NIH/OD) [E 


ek” 


‘Subject: Science: veiling Warp Speed,’ the White House’s America-first push for a coronavirus vaccine 
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Science 


AP Photo/Ted S. Warren 


Unveiling “Warp Speed,’ the White House’s America- 
first push for a coronavirus vaccine 


By Jon Cohen May. 12, 2020 , 5:05 PM 
Science’s COVID-19 reporting is supported by the Pulitzer Center. 


Conventional wisdom is that a vaccine for COVID-19 is at least 1 year away, but the organizers of a U.S. government 
push called Operation Warp Speed have little use for conventional wisdom. The project, vaguely described to date but 
likely to be formally announced by the White House in the coming days, will pick a diverse set of vaccine candidates and 
pour essentially limitless resources into unprecedented comparative studies in animals, fast-tracked human trials, and 
manufacturing. Eschewing international cooperation—and any vaccine candidates from China—it hopes to have 300 
million doses by January 2021 of a proven product, reserved for Americans. 


Those and other details, spelled out for Science by a government official involved with Warp Speed, have unsettled some 
vaccine scientists and public health experts. They’re skeptical about the timeline and hope Warp Speed will 
complement, rather than compete with, ongoing COVID-19 vaccine efforts, including one announced last month by the 
National Institutes of Health (NIH). “Duplication only leads to infighting and slowing people down,” says Nicole Lurie, 
former U.S. assistant secretary for preparedness and response, who advises the Coalition for Epidemic Preparedness 
Innovations (CEPI), a nonprofit funding and helping coordinate COVID-19 vaccine efforts. “The U.S., and others around 
the world, should be engaged in this competition against the virus, not against one another. 


Warp Speed, first revealed by Bloomberg News on 29 April, has so far only been outlined. President Donald Trump 
briefly discussed the initiative the next day, saying, “We’re going to fast track it like you’ve never seen before.” 
According to a CNN report on 1 May, which the source who spoke to Science confirmed, Warp Speed intends to deliver 
the first 100 million doses of a vaccine in November and another 200 million over the following 2 months. 


An extraordinary 110 COVID-19 vaccines are in development, and eight candidates—four from Chinese companies— 
have entered smail trials in people, according to an 11 May update from the World Health Organization (WHO). But 
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there’s less than meets the eye in many of the efforts, says a vaccine veteran who asked not to be named. “Half of them 
are companies that have three guys, an administrative assistant, and a dog.” 


The idea for Warp Speed was hatched in early April, says the official, a scientist, who was given permission to discuss it 
with Science if his name was not used. “Looking around, it became clear that without a really heroic effort, none of the 
existing efforts to produce vaccine was going to lead us to have vaccine to prevent what looks increasingly like a second 
wave that could sweep come October, November,” he says. Warp Speed will have three separate “virtual teams” to 
address development, supply and manufacturing, and distribution, led by a “core team” of a few dozen experts from 
government, industry, and academia. 


Warp Speed has already narrowed its list of vaccine candidates to 14 and plans to push ahead with eight, the official 
says. “The idea for us is to pick a diversified portfolio” of vaccines made with different technologies, or platforms. 
Organizers were concerned that other government vaccine investment has been “heavily weighted” toward just two 
candidates: one made with messenger RNA encoding the coronavirus surface “spike” protein and the other using a cold- 
causing adenovirus to deliver the same protein’s gene. Neither technology, the official notes, has yet led to approved 
vaccines for any disease. 


The official declined to identify Warp Speed’s vaccine candidates, but he stressed two key criteria: safety and the 
potential to make hundreds of millions of doses quickly. “We don’t have time to debug manufacturing issues here,” he 
says. By July, Warp Speed hopes to have its eight lead candidates in human trials. At the same time, it will fund a large- 
scale comparison of their safety and efficacy in hamsters and monkeys to help winnow down that group. “If something’s 
really bad, we’ll get rid of it,” he says. 


In parallel with the trials, the project will lay the groundwork for “heavy duty manufacturing” of as many as four 
different vaccines. More than one may prove worthy, and multiple options guard against contamination incidents and 
other supply concerns. 


Although Warp Speed has not ruled out any type of vaccine, it will not consider ones made in China, such as the 
inactivated virus vaccine recently shown to protect monkeys from the coronavirus, a first. “We can’t partner with 
Chinese companies,” the official says. “That’s just not going to happen.” The decision was “above my pay grade,” he 
adds. But the chosen vaccines could be made by a company that is not headquartered in the United States. (White 
House trade adviser Peter Navarro in a February memo to the Coronavirus Task Force championed a “Manhattan 
Project” for COVID-19 vaccines that would prioritize U.S.-based companies.) 


Warp Speed’s main goal is to protect the United States. “The attitude here is the oxygen mask approach,” the official 
says. “We want to get our oxygen mask on first and then we’re going to help the people around us.” Warp Speed, he 
says, plans to “freely disseminate information” to other countries and share manufacturing technologies, and it may 
make extra doses for the world. 


Many scientists and organizations have argued, however, that any proven COVID-19 vaccines should be accessible and 
affordable to everyone in the world at the same time. WHO and other groups on 24 April formed the Access to COVID- 
19 Tools Accelerator that aims to speed development of diagnostics, therapeutics, and vaccines, and ensure “equitable 
global access to safe, quality, effective, and affordable” products. The European Commission, in turn, organized a 
fundraiser on 4 May, the Coronavirus Global Response, at which world leaders from many countries and some 
philanthropists pledged $8 billion; the United States did not participate. CEP! and another nonprofit group, GAVI, the 
Vaccine Alliance, will oversee the vaccine drive. “It’s a global problem, and it needs a global solution,” says Seth Berkley, 
who heads GAVI. 


Berkley supports Warp Speed’s plan to triage the many candidates, but he calls it a shortsighted mistake to rule out 
Chinese products, “given the fact that they’re a couple of months ahead.” The Bill & Melinda Gates Foundation is closely 
following “15 or so” vaccine candidates, including ones from China, and will support the most promising ones, adds 
Emilio Emini, a former vaccine developer now with the foundation. “You need to have a global portfolio so that you’re 
not putting all your chips on one part of the roulette table,” he says. 
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WHO has yet another ambitious COVID-19 vaccine project, the Solidarity Trial, that plans to compare candidates in 
human studies. That effort is headed by Andrew Witty, former CEO of GlaxoSmithKline, a major vaccine manufacturer. 
On Monday, WHO Director-General Tedros Adhanom Ghebreyesus said there are seven or eight “top” vaccine 
candidates the group hopes to accelerate. What will happen with production and supply if one of these other groups 
and Warp Speed select the same vaccine to prioritize is unknown. 


Warp Speed’s relationship to the NIH initiative, Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV), 
remains unclear. That project plans to coordinate clinical trials of several COVID-19 vaccines and use common 
institutional review boards, safety monitors, and protocols, NIH Director Francis Collins and co-authors explain in a 
commentary published online on 11 May by Science. ACTIV is also considering controversial human “challenge” studies, 
which would fast-track a vaccine’s evaluation by immunizing healthy people and deliberately infecting them with the 
new coronavirus or a weakened form of it. 


When asked about the NIH effort, the Warp Speed official said there is “no conflict at all—they are working together— 
one intellectually (ACTIV) and one operationally (Warp Speed).” But several scientists on the ACTIV vaccine 
subcommittee say they know little about Warp Speed. And one member, Peter Hotez of the Baylor College of Medicine, 
worries about both its name and timeline, noting the antivaccine movement argues products are often rushed to market 
without adequate testing. “Some of the language coming out of the White House is very damaging,” says Hotez, who is 
part of a team making a COVID-19 vaccine candidate. As for the January delivery of 300 million doses, “I don’t see a path 
by which you can collect enough efficacy and safety data by the end of the year.” 


Kathryn Edwards, a vaccine specialist at Vanderbilt University who is also participating in ACTIV, notes that the efficacy 
trials, which will ideally track symptomatic disease in areas of high transmission, also face complicated logistical issues 
given that many people will only have mild cases of COVID-19 or not know they are infected at all. 

The official acknowledges Warp Speed is aiming high. “I know that there’s a reasonable probability that we’re going to 
fail,” he says. “And if we fail, | want to make sure we’ve investigated all of the different potential ways we could have 
gone.” 


Posted in: 


e Health 
e Coronavirus 


doi:10.1126/science.abc7056 
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From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/14/2020 12:12:53 AM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

gee LN i pls ela A Draghia-Akli, 


Administrative Group (EVDIBOHF23SPDLT)/cn= Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

AEYPIB OE 22s U/Edr pecpiene ic =f68'588067 140fe98810832c2387725- oe Coll); Amanda Peppercorn 


ez ExchangeLabs/ou=Exchange Adiinistrative ‘Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Burgess, Timothy 


[rics torermemrmemrmimemememumsmrarmsmmrmmrmemememome 


i b6 iF Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey] 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


A EVDIEOHE 2722 DET)/c0= seni es ab 7eB4cce09845 7896 bedfl9fal/2c87- eomel: Desrosiers, Betsy 


ioe ExchangeLabs/ou=Exchange driinistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

eet eee Be al pt cae cA a drl. helix. n]; Young, John 
ue Tina} b6 i 


i}, Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Adniinistrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


[/o=ExchangeLabs/ou= piciangé Adrainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

Subject: Materials for ACTIV TX-Clinical Working Group #6 

Attachments: FDA Guidance on COVID Trials.pdf; ACTIV Therapeutics-Clinical Full Working Group_14May2020 Meeting Guide.pdf 


Dear TX-Clinical Working Group, 


Please find attached the slides for tomorrow’s call to help facilitate our report outs from both groups. If you have any 
additions or amendments to propose, please send them to me. 


The co-chairs will be updating the group on the ACTIV Executive Committee’s feedback and promised actions in 
response to our letter. This will include some immediate next steps for our group on the mAbs master protocol 
discussion. Thank you all once again for this feedback to the leadership. It was well received, and it looks like will elicit 
immediate action on some of the requests. 


In addition, please find attached the FDA Guidance for COVID-19 trials that was released today. You can also find it at 
this link if needed: https: 


drugs-and-biological-products-treatment-or-prevention 


Looking forward to tomorrow’s call. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Dhreetor, Cancer 
Research ee 


Direct: | i b6 


US (Chicago) 
‘US (New York) 


eh rch cee Sh teats proestrus Nah rine oe tisaned steiner settee tis eed 
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Dial by your location 


: US (Chicago) 
' US (New York) 


| US (Germantown) 
: US (Tacoma) 
i US (Houston) 


: US (San Jose) 
US (San Jose) 
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From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

5/14/2020 12:13:17 AM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR fd]; Draghia-Akli, 


Ruxandra i t Eisner, Mark: b6 adi Gottesdiener, Keith 


rel joe lean acest rmemim smite minim mim 


' Hughes, Eric! b6 i; Judy Currier 


[/o=ExchangeLabs/ou= Exchange Administrative Group 
IFYDIBOHE22SPDET)/en= Recipients/cn= ee ee m]; Am; Elizabeth 


Read, Sarah (NIH/NIAID) [E] [/o= Baneeciciee Exchange -Aeininlstrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF235POLT}/en= Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 


]; Garner, Carli b6 + Higgs, Elizabeth (NIH/NIAID) [E] 


loz ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Ae se entail Sali BES pen ss ene 838 8S ACEI e peor aa aesene Reresrictewl Burgess, Timothy 


(FYDIBOHE23SPDLT)/enz Rec iplents/ene ‘a62d88ba0c3b44e3bb922236c61304b3- eainedday: Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey] 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=4b7e84cce098457896b2df19fa172c87- OMS) Desrosiers, Betsy 


i b6 } Jansen, Kathrin! b6  Kurilla, Michael (NIH/NCATS) [E] 


{/oz ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

EYE BOE 225eD EN) iene Recipients/cn=54fa75fe6e304e34ba567c66b832baa0- drl.helix.n]; Young, John 


4 puleh Tina 5 b6 i 


Demarcus 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


Smalldoni b6 * Stratton, Benjamin [bstratton@DELOITTE.com]; 


rage — a t Mollica; tinda 7087 Jai eis acolo ech 
‘/ozExchangelabs/ou=exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 


Subject: ACTIV TX-Clinical Working Group #6 
Attachments: FDA Guidance on COVID Trials.pdf; ACTIV Therapeutics-Clinical Full Working Group _14May2020 Meeting Guide.pdf 


inter ere ret erereetetnreeimtmen ior memrm reinstate beer Lememscem ime intmietcsmentas niet arent ret teint rete tetet mere terete Stents Dare ere 


Location: b6 


Start: 5/14/2020 6:00:00 PM 
End: 5/14/2020 7:00:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin; eee | eee Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 
(NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] i 


Dear TX-Clinical Working Group, 


Please find attached the slides for tomorrow’s call to help facilitate our report outs from both groups. If you have any 
additions or amendments to propose, please send them to me. 


The co-chairs will be updating the group on the ACTIV Executive Committee’s feedback and promised actions in 
response to our letter. This will include some immediate next steps for our group on the mAbs master protocol 
discussion. Thank you all once again for this feedback to the leadership. It was well received, and it looks like will elicit 
immediate action on some of the requests. 


In addition, please find attached the FDA Guidance for COVID-19 trials that was released today. You can also find it at 
this link if needed: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/covid-19-developing- 


drugs-and-biological-products-treatment-or-prevention 


Looking forward to tomorrow’s call. 


APARO000005415 


Thanks, 
Stacey 


Join Zoom Meeting 


| b6 
Meeting ID:) b6 

Pacsword | be aes 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/14/2020 oo Deeeeoaeea oe 

To: 


i; Victoria pave fee ExchangeLabs/ou=Exchange Administrative Group 


1 teeny neem emcees memememememene mals 


(PibibonF23sPoL Tene Sicilia 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 


Wee bogs ett OO Ae oe 4; Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
“Group (EYDIBOHF23SPDLT)/en= Retioients/ene 12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYOIBOHF23SPDLT)/cn= acl ili halen aid0fb9f055940c39b387cae2485faa6- eorestey: Garner, Carlos 


(EYDIBOHED3SPDLT)/ene Recipients ci=b361 13-7 bc oreatee7di294cibbaee1a cored: Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Pa uly cis Rel ob Re scr sell Resnansky, Laura 


cc: 


(FNIH) [7] [/o= Ecchaaeelabs/ouc Exchange Adeainisteative Gone 
(FYDIBOHF23SPDLT)/cn= spa dnee 279e14fa7428415bb86087d08b628e6F-melencioc]; aes Beth 


(NIH/NHLBI) [C] [/o= Lee Exchange Adeninistrative Group 
(FYDIBOHF23SPDLT)/cn= arn en acme ca ga ee Quadros, Nora 


[/o= Bee beee: Eechange Adminisuative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6e1e0-hillzs]; Colvis, Christine (NIH/NCATS) 
[E] [/o= eee ere aS Exchange Administrative Group 


ve ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

PIDIBONiZe TOU ine peep lenteiene 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


(FYDIBOHF23SPDLT)/cne Reciplente/en= dcd875f0679648859e1cf101c0943414- Aadernsiat: Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Carluccio, Dana 
Lecce PSs Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415 bb86087d08b628e6f-melencioc]; Gonzalez, Nina 


[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny: _——sé#b Re ce 4 James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst]; Li, 
Rose i COS Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


APAR0000006518-2442369 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cho il i eee Lnpeadh Nancy 


ci Sa rin Gm ne cence aia a ena gmemaee 


Subject: Summary and action items - CT r Capacity WG megine #8 
Attachments: Clinical_Trial_Capacity_Working_ Group Meeting 8 Summary_Final.pdf 
Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary and action items for meeting #8 (May 12, 2026) of the full working group. The next full working 
group meeting is scheduled for Friday, May 15 at 9 am eastern ime USA. Looking forward to it! 


Kind regards, 
Karen 


Karen H. Tountas, PhD 
Scieniilic Program Manager 
Foundation fi or the National Institutes of Health 


Donate to the FNEH*s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/14/2020 1:41:36 AM 

To: Eric Hughes! b6 J Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia- -Aklii Fee b 6 3} * Mellors, John W [/o= ExchangeLabs/ou= Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= user257ch364]; Naimish Patel! is i ”™~—“CSS Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBORE235P DET /en= Rec pienbice: 4b7e84cce098457896b2df19fa172c87- ee Young, John 


‘oz Exchangelabs/ou- Exchange Adiministrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Carlos O Garner 


goodies se On oo sa e a |; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carlal b6 i 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 


[T] [/o= oe Exchange Administrative Group 


naminictrative Group renee eee Reciplente/ene fbe8'1b9b832e40acbfSfd03bctd32930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Dana Carluccio 
es «a ees ; Rose Li Central Account [FNIH@roseliassociates.com] 

Subject: Materials for the ACTIV TX-Clinical Agent Prioritization Subgroup #10 

Attachments: IL-6 Trial Information.pdf; ACTIV_Therapeutics Clinical Agent Prioritization Sub Group_14May2020 Meeting 


Guide.pdf; Therapeutic information request form-v4.docx 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for tomorrow’s call. We will use them to follow up on our conversations from 
Tuesday, and well as discuss next steps. 


The materials include: 

1. Meeting slides for tomorrow, which have both the updated Agent Prioritization Criteria and Weighted Scoring 
Rubric for your review. Please take a look and see if Elizabeth and | captured all your thoughts from Tuesday. 

2. Slides with Status of IL-6 trials for three agents in the clinic. Please take a look at these slides and see if this is 
the type of snapshot information you have wanted to be able to pull for any given agent as you review. While 
| know there is some desirable information missing, such as RCT vs. uncontrolled trial, if it looks good, feel free 
to play around a bit more with the tracker from Oxford that | pulled the data from: 
http://covid19.trialstracker.net/data_viz.html. What | am hoping to understand is if there are publicly available 
sites that can help fill our data aggregation needs until we can potentially get access to others that maybe more 
comprehensive. For comparison to the Oxford site, you can check out the Cytel site which maps the trials to 
given countries, but only shows intended accrual and not current accrual like the Oxford site: https://covid19- 
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trials.com/. The challenge is likely that we may need a couple sites to fulfill the information that we need, but it 
would prevent us from reinventing the wheel that other maybe creating already. | will continue exploring 
options, but thanks for reviewing. 

3. Finally, as discussed on Tuesday, the preclinical group and our team have worked to put together a first version 
of the company survey/RFI that we would use for multiple purposes: 1) to do specific information solicitation on 
high priority compounds that this group wishes to score, 2) to have any company or group who has submitted 
an agent for your consideration populate this so we are working on the right data, and 3) potentially to doa 
broad company solicitation of additional compounds that the companies would like to have considered for 
testing. 

Please review and let us know if this has all the questions you would want to see to ensure that we will have 
the right data to review for our high priority compounds. We have worked to balance being thorough with 
making sure it is not too onerous for a company to fill out. Please let us know if you have any amendments or 
additions. 


Thank you for your review of these materials. We look forward to a productive call tomorrow. 


Thanks, 
Stacey 


Stacey J, Adam, PRD 


@ 


DHrector, Cancer 


‘US (New York) 
‘US (Germantown) 
‘US (Houston) 

‘US (San Jose) 

‘US (San Jose) 
‘US (Tacoma) 


Meeting ID: b6 


Find your local number:! b6 i 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/14/2020 1:41:42 AM 

To: EricHughesi = sO 1; Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsal]; 
Ruxandra Draghia-Aklii —b6 Sst Meellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel: re: Colvis 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


i eee. b 6 ~—o§ Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHFZ3SPDLT)/en-Recipients/en= =b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
{Seer Nea ane eer eee be Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 


Administrative ve (FYDIBOHF23SPDLT)/cn= a a aga es isan lice Buchman]; 


(oz ExchangeLabs/ou=Exchange Adrnin istrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


eas bt ; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Beelpiepts/ait= S001afS2dc4a427ea3d34fle072f8cb7- menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Wee Exchangetabs/ouc Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= neh eg Exchange Administrative Group 


Ward, Jackie (NIH/NINDS) [E] [/o= Bic yanecabetodd pichenes Administrative Group 
(Ap On geo Vi Serena =4114c7d13389454f89fe3411cb3a834f-wardjam]; Dana Carluccio 


4 Rose Li Central Account [FNIH@roseliassociates.com] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup #10 
Attachments: IL-6 Trial Information.pdf; ACTIV_Therapeutics Clinical Agent Prioritization Sub Group_14May2020 Meeting 
Guide.pdf; Therapeutic information request form-v4.docx 


CS, Selena A nSTe ne OOO CI ee PENIS. Rese NEON tn DY Ae er OOOO : 
Start: 5/14/2020 5:00:00 PM 
End: 5/14/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carlaji§ St 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]}i == D6 }; Dana Carluccio; Rose Li Central Account 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


APARO000017184 


Please find attached the materials for tomorrow’s call. We will use them to follow up on our conversations from 
Tuesday, and well as discuss next steps. 


The materials include: 

1. Meeting slides for tomorrow, which have both the updated Agent Prioritization Criteria and Weighted Scoring 
Rubric for your review. Please take a look and see if Elizabeth and | captured all your thoughts from Tuesday. 

2. Slides with Status of IL-6 trials for three agents in the clinic. Please take a look at these slides and see if this is 
the type of snapshot information you have wanted to be able to pull for any given agent as you review. While 
| know there is some desirable information missing, such as RCT vs. uncontrolled trial, if it looks good, feel free 
to play around a bit more with the tracker from Oxford that | pulled the data from: 
http://covid19.trialstracker.net/data_viz.html. What | am hoping to understand is if there are publicly available 
sites that can help fill our data aggregation needs until we can potentially get access to others that maybe more 
comprehensive. For comparison to the Oxford site, you can check out the Cytel site which maps the trials to 
given countries, but only shows intended accrual and not current accrual like the Oxford site: https://covid19- 
trials.com/. The challenge is likely that we may need a couple sites to fulfill the information that we need, but it 
would prevent us from reinventing the wheel that other maybe creating already. | will continue exploring 
options, but thanks for reviewing. 

3. Finally, as discussed on Tuesday, the preclinical group and our team have worked to put together a first version 
of the company survey/RFI that we would use for multiple purposes: 1) to do specific information solicitation on 
high priority compounds that this group wishes to score, 2) to have any company or group who has submitted 
an agent for your consideration populate this so we are working on the right data, and 3) potentially to doa 
broad company solicitation of additional compounds that the companies would like to have considered for 
testing. 

Please review and let us know if this has all the questions you would want to see to ensure that we will have 
the right data to review for our high priority compounds. We have worked to balance being thorough with 
making sure it is not too onerous for a company to fill out. Please let us know if you have any amendments or 
additions. 


Thank you for your review of these materials. We look forward to a productive call tomorrow. 


Thanks, 
Stacey 


Join Zoom Meeting 
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One tap mobile 
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Meeting ID} b6 


APARO000017184 


APARO000017184 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/14/2020 2:10:25 AM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


Attachments: Master and WG Email List for ACTIV rv 05042020_cm.xisx 


Here is what Cheryl provided as of Friday — she may have additional updates. 


Vaccines: 
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Santas. Nancy! 
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i b6 
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Zaks, Tali b6 
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Qashu, Felicia... | +: eee ene eae 
Michael, Nelsoni | DB a cecateel 


Clinical Capacity 
Adam, Stace 


Desrosiers , Betsy : b6 


Dickens, Jim 


APARO000013279 


Kurla, Mike 4 4 
Nayak Seetiel 
Parker, Ashley 


Payton aes 


Resnarnsky Laura | i 


Srinivasan, Badhri 


Stein, Peter (FDA/CDER)| 
Tountas, Karen (F NIH} im 


Vincent, Mike! 


Qashu, Felicia<felicia.qashu@nih. gov> 


Preclinical 


anderson, annalesa | Reeebareneee | eee 
Baric, Ralph! b6 i. 
Carter, Kara! b6 i 
Colvis, Christine? = bo | 


} et ui 55 1B8 eee =, ae 


Ottinger, Lig} 
Parker Ashley 


Payne, David i. 


Young, John 


Qashu, Feliciag 
Pitt, Louised_ 


Cihlar, Tomas! b6 
Tx Clinical 0 tmnt nnininninnne 


APARO000013279 


Buchman, Tim (o5/BSe8/B8KDA CTR} b6 ie 


Gottesdiener, Key 


Hughes, Erich bé 


Gm, Elizabethi 


LaVange, Lisa { 


Levy, Eliot i i 


Mellors, Johnl 


Menon Sandeep 4 4 


Parker, Ashley { 


From: Wholley, David (FNIH) [T] b6 


Sent: Wednesday, May 13, 2020 16:04 Pi 
To: Melencio, Cheryl (FNIH) [T]; b6 
Cc: Parker, Ashley (NIH/OD) [Ei 


Subject: FW: JAMA Viewpoint on ACTIV: please review 


Please help, tx 


t ; Parker, Ashley 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


APARO0000013279 


i’m glad to send the query if someone will draft the message and someone else (Cheryl?) will send me the list 
of e-mails for all of the WG members. 


From: Myles, Renate (NIH/OD) [E] 1 b6 i 
Sent: Wednesday, May 13,20206:12 PM | 
To: Collins, Francis (NIH/OD) [E]i 


Rebecca (NIH/OD) [E] ¢ £ ee eee § 
Cc: Burklow, John (NIH/OD) [E] 4 Pe ot OO. cu all 
Wholley, David (FNIH) [T] i b6 


Subject: RE: JAMA Viewpoint on ACTIV: please r review 


No surprise there. We need to get permission from the EC/WG members quickly. What’s the best way to do this? 


nanos vent ses 


iawrenee (NIH/OD) [Eli 
Subject: FW: JAMA Viewpoint on ACTIV: please review 


Hey Ashley and Rebecca, 
Can you give these galley proofs a very close read, and let me know if you find anything amiss? 
Renate, note that they are asking for the ACTIV website URL. Very timely, I’d say! 


Francis 


sbieet JAMA Viewpoint on ACTIV: please review 


Dear Dr Collins, 

Attached please find a proof of your Viewpoint for JAMA on the ACTIV initiative. We have typeset 
your figure herein, and | am cc’ing the illustrator, Karen Bucher, so we can handle any text or graphics 
changes simultaneously. 


The only query to you is the completion of reference 5, the ACTIV portal URL. 
| recognize how busy you must be, but | hope you can find time to review this proof so we can 
publish it quickly. 


Thank you so much! 
Best, Stacy 


APARO000013279 


Stacy L. Christiansen, MA 
Managing Editor, JAMA 
Chair, AMA Manucd of Style 


AMA MANUAL OF STYLE 


wane fas Authesy avd Esitery 


APARO000013279 


Sent: 5/14/2020 10:24:05 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: List -- just copy and paste in bcc. lists of April 3 plus working groups 

Attachments: Master list for ACTIV 041520.xlsx 


The following emails were missing from the list that went out. Cheryl — attached is a revised master list (114 contacts) 
with names and emails which includes everyone. 

Disbrow, Gary {OS/ASPR/BARDA) (Tb 

Kim, Elizabeth <eikim@cdeloitte. com>; 


Marston, Hilary (NIH/NIAID) [E] ¢ b6 


Paul, Steve 


Thanks, 

Ashley 

From: Collins, Francis (NIH/OD) [E]¢__ BB 

Sent: Wednesday, April15,202011:39 AM 
To: Melencio, Cheryl (FNIH)[T]i b6 __—_ }; Parker, Ashley (NIH/OD) [E]: b6 


lattes emememememememememememem BB mimi ieee iene ieenimimemel 


Subject: RE: List -- just copy and paste in bcc. lists of April 3 plus working groups 


| already sent the other list, given the time sensitivity. What has been added here that wasn’t in the other 
one? 


To: Parker, Ashley (NIH/OD) [E] ¢ b6 i Collins, Francis (NIH/OD) [E] 4 b6 b 


| Bright, Rick: 


~ 


iCorey, Larry } 


i... 


Dolsten, Mikael 


i 
i. 


?; Fauci, Anthony (NIH/NIAID) [E]i- + Frankowski, David 
lees a Hudson, Thomash , James, Stephanie (FNIH) 
[T] i __-b6 — ; Klock, Kevin (FNIH) [T] i b6 st Lane, Cliff (NIH/NIAID) (E]} b6 


Marks, Peter (FDA/CBER) ¢ 


Mascola, John 


Pangalos, Mene 4 b6 


Rtinsmicinemcmimenenmimucnaa; [re 


APARO000029115 


ics BEY FGREHan, M ical 


teeter combat tnsmrpieimeiimanimed 


soy tmnumn esven cousin densest 


Chery! Melencio 
Administrative Manager, Research Partnerships 
Foundation for the National Institutes of Health 


— “4 ‘Lowy, Douglas nh NCI) (E] 


APARO000029115 


APARO000029115 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/14/2020 1:14:07 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67725 7-wholleyd] 

Subject: Re: JAMA Viewpoint on ACTIV: please review 

Hi Cheryl, 


’m ona ICD call with Francis, can you please send him the list of emails? 


Thanks! 
Ashley 


On May 14, 2020, at 9:10 AM, Melencio, Cheryl (FNIH) [T] b6 ' wrote: 


Hi Ashley 
| have added those who have been added to the working groups since Tuesday. 
Cheryl 


Cheryl Melencio 
Administrative Manager, Research Partnerships 
Foundation for the National Institutes of Health 


fnih.ora 
41400 Rackville Pike Sulte G00 North Bethesda, MD 20852 


Donate to the FNIK’s Pandemic Response Fund to cambat COVID-19: fnih.org/pandemic 
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From: Parker, Ashley (NIH/OD) [E]} b6 
Sent: Wednesday, May 13, 2020 10:10 Pi 
To: Wholley, David (FNIM) (T]{ ~~ B8 77777 Melencio, Cheryl (FNIH) [1] (07777 BB 7) 


Subject: RE: JAMA Viewpoint on ACTIV: please review 
Here is what Cheryl provided as of Friday — she may have additional updates. 


Vaccines: 
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Preclinical 
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From: Wholley, David (FNIH)(T]{ ss b6 

Sent: Wednesday, May 13, 2020 10:04 PM 

To: Melencio, Cheryl (FNIH) [T]  -b6 iene 1 

Cc: Parker, Ashley (NIH/OD) [E} i ened 

Subject: FW: JAMA Viewpoint on ACTIV: please review 

Please help, tx 

From: Collins, Francis (NIH/OD) [E]i b 6} 

Sent: Wednesday, May 13, 2020 6:37 PM ea 

To: Myles, Renate (NIH/OD)[E}) bet Parker, Ashley {NIH/OD) [] 
Pe RET Kolberg, Rebecca (NIH/OD) (El, feo. be} 


“Subject: RE: JAMA Viewpoinko on ACTIV: please review 


I’m glad to send the query if someone will draft the message and someone else (Cheryl?) will 
send me the list of e-mails for all of the WG members. 


Subject: RE: JAMA Gear on ACTIV: please review — 


APARO000013337-2443774 


No surprise there. We need to get permission from the EC/(WG members quickly. What’s the best way to 
do this? 


suai eyes, ABA 


Subject: pW: JAMA Viewpoint i ACTIV: please review 

Hey Ashley and Rebecca, 

Can you give these galley proofs a very close read, and let me know if you find anything amiss? 
Renate, note that they are asking for the ACTIV website URL. Very timely, I’d say! 


Francis 


From: Stacy Christiansen 4 b6 
Sent: Wednesday, May 13° ,2020 5:22 PM a 
To: Collins, Francis (NIH/OD) [Ei 


Subject: JAMA Viewpoint on ACTIV: ease review 


Dear Dr Collins, 

Attached please find a proof of your Viewpoint for JAMA on the ACTIV initiative. We 
have typeset your figure herein, and | am cc’ing the illustrator, Karen Bucher, so we can 
handle any text or graphics changes simultaneously. 


The only query to you is the completion of reference 5, the ACTIV portal URL. 


| recognize how busy you must be, but | hope you can find time to review this proof so 
we can publish it quickly. 

Thank you so much! 

Best, Stacy 

Stacy L. Christiansen, MA 

Managing Editor, JAMA 

Chair, AMA Manual of Style 
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APAR0000013337-2443774 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/14/2020 1:29:19 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf] 
cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: FW: JAMA Viewpoint on ACTIV: please review 


As requested by Ashley 


From: Melencio, Cheryl (NIH) [T]}} 6 
Sent: Thursday, May 14,20209:10AM 
To: Parker, Ashley (NIH/OD) (e}, DS 


sible RE: JAMA icine on ACTIV: please review 

Hi Ashley 

| have added those who have been added to the working groups since Tuesday. 
Cheryl 

Cheryl Melencio 


Admuustrative Manager, Research Partnerships 
Poundation fon he National Institutes of Health 
6 


“faih Love 
11400 Rockville Pike Suite 600 North Bethesda, MD 20882 


Donate to the FNUA's Pandemic Response Fund to combat COVID-19: f 


Subject: RE: JAMA een on ACTIV: please review 
Here is what Cheryl provided as of Friday — she may have additional updates. 
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APAR0000002931-2440971 


Corey, Larry | 
Davis, Marks b 6 

Emini. Emiliol | Oct itete: b 
Hanon, Emmongg == === sae 


Haynes, Barton 


¥ 
Jansen, Kathrin! 


Marks, Peter (FDA/CBER} 


iol 


Mascola, Johni 


Qashu, Felicia! : | b a: 
Michael, Nelsonj bE 


Clinical Capacity 


Bascles, Lioneli 


Cohen, Myron! 


Kurla, Mikel | b6 ~=—s_ 
Nayak, Seema (NIH/NIAID) [EP 
Parker, Ashley (NIH/OD} [EF 

Payton, Manzine! fl 
Resnansky Laura i 
Srinivasan, Badhrig GI 
Stein, Peter (FDA/CDER} | 


Tountas, Karen [EF NIH} 


Weinmann, Gail’? ~~ be ~~ SOS 


APAR0000002931-244097 1 
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To: Melencls, Cheryl (ENIH) [T}; b6 
Cc: Parker, Ashley (NIH/OD) [E]} 
Subject: FW: JAMA Viewpoint on ACTIV: please review 


Please help, tx 


Seth sivetesinrmeatmivenreimcmimemsmemimrmcssaom, 


i 
ain te tater tmmcnemimemnemimememememmematimemimememeasae 


Cc: Burklow, John (nth/00) [E}i b6 


(NIH/OD) [EDL occ csesrunseresnsn ©, pe snsnsnsmsmnnsnae se 
Subject: RE: JAMA Viewpoint on ACTIV: please review 


i’m glad to send the query if someone will draft the message and someone else (Cheryl?) will send me the list 
of e-mails for all of the WG members. 


APARO0000002931-244097 1 


Wholley, David (FNIH) [T]i b6 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


No surprise there. We need to get permission from the EC/(WG members quickly. What’s the best way to do this? 


To: Parker, Ashley (NIH/OD) [E] 
Cc: Myles, Renate (NIH/OD) [E]} 


Lawrence (NIH/OD) [E]; OS 
Subject: FW: JAMA Viewpoint on ACTIV: please review 


Hey Ashley and Rebecca, 
Can you give these galley proofs a very close read, and let me know if you find anything amiss? 
Renate, note that they are asking for the ACTIV website URL. Very timely, I’d say! 


Francis 


bec JAMA Wiewnornt on ACTIV: please review 


Dear Dr Collins, 

Attached please find a proof of your Viewpoint for JAMA on the ACTIV initiative. We have typeset 
your figure herein, and | am cc’ing the illustrator, Karen Bucher, so we can handle any text or graphics 
changes simultaneously. 


The only query to you is the completion of reference 5, the ACTIV portal URL. 


| recagnize how busy you must be, but | hope you can find time to review this proof so we can 
publish it quickly. 

Thank you so much! 

Best, Stacy 

Stacy L. Christiansen, MA 

Managing Editor, JAMA 

Chair, AMA Manucd of Style 


APAR0000002931-2440971 


Sent: 5/14/2020 2:00:14 PM 

Subject: ACTION: Making your ACTIV Participation Public 

Hi Francis, 

I’ve pasted a slightly revised draft email OCPL provided to ask the ACTIV EC and WG members permission to list their 
names on the website. Renate — there are a few new members working group members, we can work together to 


update the list. 


To: 


“Gibbons, Gary (NIH/NHLBI) [E]: 
> ;. Woodcock, Janet (FDA/CDER|.” 


minim minim imim mini mimimiment 


>> Haynes, Barton 


lanzavecchia, Antonio: 


ft Parker: Ashley (NIH/OD) [E] 
Santos, Naney 1. 


hot eget mime retreat eterna! 


>; Bascles, Lionel 


A. MRE NIee >; Mensah, } 
poze Sam (NIH/NCATS) [E]} 


jLevy, Elliot 
_§ Parker, 


APARO000017200 


Subject: ACTION: Making your ACTIV Participation Public 
Dear Colleagues: 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 3:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


Francis Collins, MD, PhD 
NIH Director 


APARO000017200 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 

Sent: 5/14/2020 2:05:10 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 


That’s fine — thanks! | am packaging the email to make it easy for Francis to send. 


Ashley 

From: Wholley, David (FNIH) [T]|_ D6 

Sent: Thursday, May 14, 2020 9:32 AM Roe ds tose seer cons poonececencesnnininien 
To: Parker, Ashley (NIH/OD) [E] b6  Melencio, Cheryl (FNIH) [T] b6 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


| think | just forwarded Cheryl’s email to you on to Francis. Is that what you wanted? 


Subieee Re: JAMA ewe on ACTIV: please review 


Hi Cheryl, 
I’m ona ICD call with Francis, can you please send him the list of emails? 


Thanks! 
Ashley 


On May 14, 2020, at 9:10 AM, Melencio, Cheryl (FNIH) (T]: b6 + wrote: 


Hi Ashley 

| have added those who have been added to the working groups since Tuesday. 
Cheryl 

Cheryl Melencie 


Administrative Manager, Research Partnerships 
Foundation for the National Institutes of Health 


foih.ore 
11400 Rockville Pike Suite 600 North Bethesda, MD 20652 
Donate to the FNHA"s Pandemic Response Fund to combat COVID-19: fnib ore/panden 
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APARO000013329 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


To: Wholley, David (FNIH) mi b6 5 ' Melencio, Cheryl (FNIH) [T]: 


Here is what Cheryl provided as of Friday — she may have additional updates. 


Vaccines: 
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APARO000013329 


Bist ae ot be 
Srinivasan Badhri b6 i 


Carter, Karat 


aol, che istine i 


Gatto Greg! 


Grobler, Jay i 
Hewitt, Judith | 


Payne, David! 
Rao, Srinivas4 


pores eter, 


Young, . lohni _ 


Qashu, Felicia 
Pitt, Louise< 


Punturieri, Tony’ 
Charette, Marc<: b6 


Tx Clinical 


APARO000013329 


ev, Elo a 
b6 


Mi lellor s, John! s 


Reineck, beck b6 
Aggarwal, Neils 


To: Melencia, Cheryl (NIH) (T]; b6 
Cc: Parker, Ashley (NIH/OD) [E}._.. eee } 


BEE. 


Subject: FW: JAMA Viewpoint on ACTIV: please review 


Please help, tx 


From: Collins, Francis (NIH/OD) [E] ¢ b6 i 
Sent: Wednesday, May 13, 2020 6:37 PM 


APARO000013329 


Subject: RE: JAMA Viewaoinks on ACTIV: please review 


I’m glad to send the query if someone will draft the message and someone else (Cheryl?) will 
send me the list of e-mails for all of the WG members. 


Subject: RE: JAMA Viewooint on ACTIV: please review 


No surprise there. We need to get permission from the EC/WG members quickly. What’s the best way to 
do this? 


pelos at he aaa 


aoa (T]i = : 


Subject: FW: JAMA Viewpoint on ACTIV: please review 

Hey Ashley and Rebecca, 

Can you give these galley proofs a very close read, and let me know if you find anything amiss? 
Renate, note that they are asking for the ACTIV website URL. Very timely, I’d say! 


Francis 


+; Karen Bucher 


i 


‘Subject: JAMA Viewpoint on ACIIV: please review 


Dear Dr Collin 


APARO000013329 


Attached please find a proof of your Viewpoint for JAMA on the ACTIV initiative. We 
have typeset your figure herein, and | am cc'ing the illustrator, Karen Bucher, so we can 
handie any text or graphics changes simultaneously. 


The only query to you is the completion of reference 5, the ACTIV portal URL. 


[recognize how busy you must be, but] hope you can find time to review this proof so 
we can publish it quickly. 

Thank you so much! 

Best, Stacy 

Stacy L. Christiansen, MA 

Managing Editor, JAMA 

Chair, AMA Manual of Style 


<imageOOl jpg> 


APARO000013329 


Sent: 5/14/2020 2:10:12 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


cc: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 
Subject: RE: JAMA Viewpoint on ACTIV: please review 


Thanks, David. Francis — | am connecting with Renate to get an updated time on the request to have the responses back 
from the ACTIV EC and WG members. | will package the draft message along with the emails to make it easy for you to 
send. 


From: Wholley, David (FNIH) [T] j b6 

Sent: Thursday, May 14, 2020 9:29 AM 

To: Collins, Francis (NIH/OD) [E] : b6 Be a ee : 
Ce: Parker, Ashley (NIH/OD) [E]<_ = =S™  ~—__s, Mellencio, Cheryl (FNIH) [T]} b6 


Subject: FW: JAMA Viewpoint on ACTIV: please review 


As requested by Ashley 


From: beh cialiaba Cheryl (FNIH) uF ' 


To: Parker, Ashley (NIH/OD) (E] a 
Cc: Wholley, David (FNIH) [T] fo 6 

Subject: RE: JAMA Viewpoint on ACTIV: please review 

Hi Ashley 

| have added those who have been added to the working groups since Tuesday. 


Cheryl 


Cheryl Melencico 
Administrative Manager, Research Partnerships 


Foundation for the Nat banal institutes of Health 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19 


APARO000017198 


To: aie David (FNIH) me b6 >; Melencio, Cheryl (FNIH) [T]; b6 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


Here is what Cheryl provided as of Friday — she may have additional updates. 


Vaccines: 


Arvin Ann 


Corey ang i 


Davis, Mark i. 


Haynes, Barton: 


lance Kathrin 6) | 
Lanzavecchia, Antonio (7) b6©=©6& 


Santos, Mie 


Santos, al 
Schuiternaker, Hanneke 


Tartaglia, imi 6 
Tolman, Brett btolman@deloitte.com: 

Zaks, Tal 4 _—_ be 

Qashu, Felicia a OEE 
Michael, Nelson; b6 F 


Clinical Capacity 


Adam 1, Stacey (FNIH HITE ee b6 i 

Bascles, Lionel! = i (ata Af!!!!”:C~S 
dated i 
Cohen, Myron | Eee b 6 eee 


eae Lar ryi 


Payton, Manzine <i 


Resnansky, Laura 4 b6 
Srinivasan Badhri 


APARO000017198 


Tia corn bevemse vn vnsesn re vesesetevnsmveimsmsmem imo 


i 


Vincent, Mikel b6 
Wachtel, Jonathan <hwachtel@delaitte cam>: 


“Oahu Felicia<! 
Weinmann, Gail” 
Mensah, George. b6 i 


Preclinical 


Adams, Peter (OS/ASPR/BARDA); b6 
Alvarez, Rosa <rosalvarez@deloitte com> 
Anderson, Annaliesa 4 b6 
Baric, Ralph 4 
Carter, Karat b 6 


Gatto, geal i 
Grobler, Jay | i 


oe Judith | i 


Meee 


Young, . ohn i 


APARO000017198 


Bozzette, Sarn LINIE/NCATS E 


Draghia- Aki Ruxandra ¢ be i 
Elsner, Mark! “bé at 


SS rman 


Menon, Sandeep! 
Parker, Ashley { 


Poole Mike | 
Proschan, M jichael | b6 
Read, Sarahi i 
Santos, Michael (FNiH) (Tl! b6 b 


Shen, Yuan Li(FDA/CDER)! b6 | 


Qashu, Felicia: ~ 


arn a pl reas 
Burgess, Timothy enenn PS ed 
Reineck, Lora¢ b6 

Aggarwal, Neil; D6 


To: Melencic, Cheryl (ENIH) [T]: 
Cc: Parker, Ashley (NIH/OD) [E]} 
Subject: FW: JAMA Viewpoint on ACTIV: please review 


Please help, tx 


APARO000017198 


(NIH/OD) [E] b6 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


I’m glad to send the query if someone will draft the message and someone else (Cheryl?) will send me the list 
of e-mails for all of the WG members. 


Rebeccs (NIH/OD) [E] ¢ ee DB 
Cc: Burklow, John (NIH/OD) {E].. 
Wholley, David (FNIH) [T]; b6 i 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


No surprise there. We need to get permission from the EC/WG members quickly. What’s the best way to do this? 


nennte he hae rao 


Subject: FW: JAMA viewpoint on ACTIV: please review 


Hey Ashley and Rebecca, 
Can you give these galley proofs a very close read, and let me know if you find anything amiss? 
Renate, note that they are asking for the ACTIV website URL. Very timely, I’d say! 


Francis 


From: Nota Christiansen 4 b6 


Dear Dr Coilins, 

Attached please find a proof of your Viewpoint for JAMA on the ACTIV initiative. We have typeset 
your figure herein, and | am cc’ing the illustrator, Karen Bucher, so we can handle any text or graphics 
changes simultaneously. 


The only query to you is the completion of reference 5, the ACTIV portal URL. 


APARO000017198 


| recognize how busy you must be, but | hope you can find time to review this proof so we can 
publish it quickly. 
Thank you so much! 
Best, Stacy 

Stacy L. Christlansen, MA 
Managing Editor, JAMA 
Chair, AMIA Manual of Style 


AMA MANUAL OF STYLE 
& Sass har Actionrn genet Settee 


APARO000017198 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEQ6EBD70-PARKERAS] 


Sent: 5/14/2020 2:32:15 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 


Thanks. | am looping in Abbey so that she will be aware the an email will go out with her name on the cc line. That was 
my purpose for cc’ing Abbey. 


To: parker: Ashley (NIH/OD) (E] i i 
Subject: RE: JAMA Viewpoint on ACTIV: please review 


Ashley 
| sent the updated working group member list to Abbey Meltzer a little while ago. 


Cheryl Melencio 
Administrative Manager, Research Partnerships 
Foundation for the National Institutes of Health 


fuihorg 
11406 Rockville Pike Suite 600 North Bethesda, MD 20852 


Wiheliey, David (FNIH) (T] 7 - 
(ENIH) [T] ore 
Subject: RE: JAMA Viewpoint on n ACTIV: please review 


To be clear the new WG members are on this email thread below but we will need to add them to draft webpage once 
we have permission to list their names. 


+ Abbey. 


Thanks, 
Ashley 


APARO000013288 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Toute pe 14, 2020 10: 16 AM 


Subject: RE: JAMA Viewpoint on ACTIV: nieace't review 
Hi Francis, 
David forwarded the emails this morning. Please see below to make it easy to send. 


I’ve pasted a slightly revised draft email OCPL provided (to also cc Renate, Abbey and David?). Renate — there are a few 
new members working group members, we can work together to update the list. 


To: 


Sibbons, Gary (NIH/NHLBI) (EI ‘ 


TAnnuind igto, Paula 


_ Offit, Pa ull i 
chael (NIH) (T]} j 


‘TOashu, Felicia (NIH/OD) [E] 
t Adam, Stacey (FNIH) mh 


i Kurilla, Mike 
sts ase oe ight Ashley (NIH/OD) (E] LC b6 at ispayton: Manzine 
ecm Srinivasan Badhri 


LEN ean Fl casera ieee Laura! 


APARO000013288 


Pane ap mitre tenancy Koroshet, Walter 


— 


Lane. 


seer eee Ee, 


Timothy4 
Subject: ACTION: Making your ACTIV Participation Public 


Dear Colleagues: 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


Francis Collins, MD, PhD 
NIH Director 


APARO000013288 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/14/2020 2:35:53 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 


Yes, I’ve added them to my email highlighted below. | got some rest last night and | am on top of it — greatly appreciate 
it the cross checking! Team work! © 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


Here are the Executive Committee emails: 


Collins, Francis (NIH/OD) [E] PB.) Fauci, Anthony (NIH/NIAID) [E]i | b6 by Gibbons, 
Gary (NIH/NHLBI) [E]; _.b6 in Stoffels, Paul ; b6 Pao, William 


(er enaiehatete miele pare eiacetncevererasercreren 
H 


i b6 


Chery! Melencio 
Administrative Manager, Research Partnerships 
Foundation far the National Institutes of Health 


(Titec ererciere renee emineneny 


ae cae | 
fiil.ore 
11406 Rockville Pike Suite 600 North Bethesda, MD 20852 


frecicicemetenteneiee 
! 


Rebecca (NIH/OD) [E 


Keccmcmsmemtmsmememems: 


Wholley, David (FNIH) [T]! 


i 
i. 


Subject: RE: JAMA Viewpoint on ACTIV: please review 
Hi Francis, 
David forwarded the emails this morning. Please see below to make it easy to send. 


I’ve pasted a slightly revised draft email OCPL provided (to also cc Renate, Abbey and David?). Renate — there are a few 
new members working group members, we can work together to update the list. 


APARO000013282-2444206 


To: 


Gibbons, Gary (NIH/NHLBI) [E] 
ck Weodcock, Janet (FDA/CDER); 


a: Santos, Naneyk: 


Bali sebesmrmem seen Lom rmrmrmsmomiy 


— Brett 


nets Garcdne 


Setenetetiett a 


Subject: ACTION: Making your ACTIV Participation Public 

Dear Colleagues: 

NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 


available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 


APARO000013282-2444206 


send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


Francis Collins, MD, PhD 
NIH Director 


APARO000013282-2444206 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/14/2020 2:37:48 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 

Ok Great! 

From: Wholley, David (FNIH)(T]i = b6 

Sent: Thursday, May 14, 2020 10:37 AM 

To: Parker, Ashley (NIH/OD) [E] a: ae i 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


yes 


From: Parker, Ashley (NIH/OD) [E]; 
Sent: Thursday, May 14, 2020 10: 4 AM ___ 
To: Wholley, David (FNIH)[T}+ b6é et 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


Has not gone out yet but I’ve placed everyone’s email in the bcc line except for Renate, Abbey, and you. Figured FNIH 
would want to be looped in to those responses as well? 


From: Wholley, David (FNIH) [T] | b6 
Sent: Thursday, May 14, 2020 10:39 AM 
To: Parker, Ashley (NIH/OD) [E]} b6 


Subject: RE: JAMA Viewpoint on ACTIV: please review 


This was sent as a .bcc yes? 


Subject: RE: JAMA ler on ACTIV: er review 


Hi Francis, 
David forwarded the emails this morning. Please see below to make it easy to send. 


I’ve pasted a slightly revised draft email OCPL provided (to also cc Renate, Abbey and David?). Renate — there are a few 
new members working group members, we can work together to update the list. 


To: 
Cc: Myles, Renate (NIH/OD) [E}} pod b—~CS iMeltzer, Abbey (FNIH) 7); eg b6 : Wholley, David 
(FNIH) [T]: b6 Oe a cc te 


APARO000013274 


Lanzavecchia, Antonio: 
(FDA/CBER) 
(coc/DDID/NCIRD/ODT a 
+, Santos, Nancy! 
P; — Brett 


+ Kurilla, Mike! 
' Parker, Achley (NIH/OD) (E] | 
>; cneney, Laura < 


Aart, Stacey (FNIH) [T] - Bozzette, Sam aaa [E} 
(OS/ASPR/BARDA) (CTR 


Subject: ACTION: Making your ACTIV Participation Public 
Dear Colleagues: 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


APAR0000013274 


Francis Collins, MD, PhD 
NIH Director 


APAR0000013274 


From: Mark Eisner} b6 i 


Sent: 5/14/2020 3:05:28 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Hi Francis, 
| agree to make my participation public 


Mark 


Mark 2, Eisner, MO, MPH 
Senior Vice President, Product Development immunology, Infectious Disease, and Ophthaimology 


email 


On Thu, May 14, 2020 at 8:00 AM Collins, Francis (NIH/OD) [E] ! b6 > wrote: 


_ Dear ACTIV Colleagues: 
_ Yes, this message is for you, though your address was in the bcc line! 


_ NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information 

_ about our efforts, including announcements, scientific papers, and new developments. Currently, the content is 
_ based on publicly available information, but we would like add the ACTIV leadership and working group 

_ members. Your representation on ACTIV demonstrates the breadth and depth of expertise and experience from 
_ all sectors committed to this effort. Please send your responses to me, cc’ing Renate Myles, Abbey Meltzer, 
and David Wholley by 12:00 p.m. ET tomorrow, Friday, May 15, if you agree to be listed on the web site 
as part of the ACTIV team. 


: Thanks, 


_ Francis 


COLL0000009519 


Francis S. Collins, MD, PhD 


_ NIH Director 


COLL0000009519 


From: Tartaglia, Jim Jusi b6 i 


satciaiatarmwmim saci cimunranataiaiaesiacmsaiarced, 


Sent: 5/14/2020 3:16:10 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Dear Dr. Collins: | agree to be listed on the web site as part of the ACTIV Team. Best regards. Jim 


To: Collins, Francis (NIH/OD) (el 
i Wholley, David 


Cc: Myles, Renate (NIH/OD) [E]; 


ee ui b6” P 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009492 


From: Draghia Akli, Ruxandra [JRDUS]} b6 } 


Sent: 5/14/2020 3:26:27 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Dear Francis — thank you for reaching out. 


Yes, it is a privilege to be able to participate on the ACTIV working group, and my name can be included in the posting on 
the web. 


Looking forward to the results, and to delivering solutions to patients. Kind regards, Ruxandra 


Ruxandra Draghia-Akli, MD, PhD 


SEO Hay ohawon 


From: Collins, Francis (NIH/OD) (Ei i etecee oe b6 ae: 

Sent: Thursday, May 14, 2020 11:00 AM 

To: Collins, Francis (NIH/OD) [E]! | b6 oF Soe ieee ete Seek 

Cc: Myles, Renate (NIH/OD) [E] + eee ee ce ee 5 Meltzer, Abbey (FNIH) (7 b6 i; Wholley, David 
(FNIH) mi b6 : fee date ec enc 


Subject: Time sensitive: Making your ACTIV Participation Public 

Dear ACTIV Colleagues: 

Yes, this message is for you, though your address was in the bcc line! 

NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 


available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 


COLL0000009502 


send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009502 


From: Amanda Peppercorn: b6 i 


Sent: 5/14/2020 3:59:41 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffO0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d3 17f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Yes, you may use my name. 


Best, 


Amanda Peppercorn, M.D. 
GSK Research & Development 


bile 
a b6 


Subject: Time sensitive: heline your ACTIV Participation Public 


EXTERNAL 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009500-2440873 


GSK monitors email communications sent to and from GSK in order to protect GSK, our employees, 
customers, suppliers and business partners, from cyber threats and loss of GSK Information. GSK 
monitoring is conducted with appropriate confidentiality controls and in accordance with local laws and 
after appropriate consultation. 


COLL0000009500-2440873 


From: Laura Resnansky i b6 


Sent: 5/14/2020 4:07:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Hi Francis, 
I am happy to be listed on the web site. 


Best, 
Laura 


Laura Resnansky 
Therapeutic Aves Global Head 


Tumunology, Infectious Diseases, Ophthalmology and Neuroscience (E20N) 
wobile i b6 i 


On Thu, May 14, 2020 at 8:00 AM Collins, Francis (NIH/OD) [E] ; b6 } wrote: 


Useetciemetesrereinsenscncessersmrscneensnicad saiemsatertessencmsmemnl i 


- Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bec line! 


- NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information 

- about our efforts, including announcements, scientific papers, and new developments. Currently, the content is 
_ based on publicly available information, but we would like add the ACTIV leadership and working group 

_ members. Your representation on ACTIV demonstrates the breadth and depth of expertise and experience from 
_ all sectors committed to this effort. Please send your responses to me, cc’ing Renate Myles, Abbey Meltzer, 
_ and David Wholley by 12:00 p.m. ET tomorrow, Friday, May 15, if you agree to be listed on the web site 
as part of the ACTIV team. 


Thanks, 


_ Francis 


COLL0000009522 


Francis S. Collins, MD, PhD 


_ NIH Director 


COLL0000009522 


From: Mike Poole! b6 


Sent: 5/14/2020 4:11:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


| agree. 


Mike Poole, MD FACP 
COVID-19 Therapeutics Accelerator 
Bill and Melinda Gates Foundation 


Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009506-2441200 


From: Srinivasan, Badhrii b6 i 


Sent: 5/14/2020 4:44:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Dear Francis, 
Thank you for the email and for checking with us. 
| agree to be listed on the web site as part of the ACTIV team. 


Regards, 


Badhri 


On 14 May 2020, at 17:00, Collins, Francis (NIH/OD) [E] 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for 
information about our efforts, including announcements, scientific papers, and new developments. 
Currently, the content is based on publicly available information, but we would like add the ACTIV 
leadership and working group members. Your representation on ACTIV demonstrates the breadth and 
depth of expertise and experience from all sectors committed to this effort. Please send your responses 
to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009521 


From: Menon, Sandeep Mi 


Sent: 5/14/2020 5:30:09 PIV 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 


Hi Francis 
Thanks for checking. | am fine to be included. 
Sandeep 


Sandeep Menon, PhD, MPH 

Senior Vice President and Head of Early Clinical Development, Pfizer Inc 
1 Portland Street, ones MA 02139, USA 

Cells: 


From: "Collins, Francis (NIH/OD) (e)" : 


nee 


To: "Collins, Francis (NIH/OD) (ey, 
Cc: "Myles, Renate (NIH/OD) [e" 
"Wholley, David (FNIH) [T]"{ Be 

Subject: [EXTERNAL] Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009525 


From: Koroshetz, Walter (NIH/NINDS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E8338DD7CDCD432E986961F1548CSEC6-KOROSHETZW] 


Sent: 5/14/2020 6:07:04 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Eric Hughes 
ne +: ‘Read, Sarah (NIH/NIAID) [E] [/o ister hae Exchange Administrative Group 


Se Sar re ete ee et at ter oe rt 


ientsfene b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
i 5 Buchman, Tim OS /AOT RIBERA (CTR) [/o=ExchangeLabs/ou= Exchange 


(eYDIBOHR2aSeDLT ene Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


pes omr ren eaves ies items ms neice misinsmrenst eeceivins esteeral moervarhmemstaimenyn saserndaiavemiermsatmradalietatavaemrmrsenininlasaresiniarmtniecninca, 


Maria [rosalvarez@deloitte.com]; Salathin, Carla’ b6 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou=Exchange Administrative Group Ne ° 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

A{FYDIBOHF23SPDLT)/cn= Recipients/cn= EIDE TOTe eae tbe aoe / dene zee ericlencocy Lucas Smalldon 


eae b6 ; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
‘Administrative Group (FVDIBOHEDSSPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 

Subject: RE: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 


Score Sheet (Agents Added) 


My mistake on call today. Now see that tocilizumab binds to both the membrane and the soluble IL6 Recptor. So gets at 
both modes of signaling. 
walter 


From: Adam, StaMycey (FNIH) [T] § b6 


Sent: Thursday, April 30, 2020 7:11 PM ; 
To: Eric Hughes ij ™ + Ruxandra ee 


§ Buchman, Tim 
+ Keith 


alker, Paula (NIH/NINDS) [E] 


— b6 “===* Ward, Jackie (NIH/NINDS) [E] | 


‘Subject: RE: Follow-up Materials to ACTIV Therapeutics- -Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 


APARO000005410 


Hi All, 
This is the second email. It has the anticoag information. 


Thanks, 
Stacey 


Stacey J, Adam, PAD 
Director, Cancer 
Research Partnerships 


From: Adam, Stacey (FNIH) [T] 

Sent: Thursday, April 30, 2020 7:05 PM 

Subject: Follow-up Materials to ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #5-Including New 
Score Sheet (Agents Added) 

Importance: High 


Dear TX-Clinical Agent Prioritization Subgroup, 
I appreciate the candid and productive meeting that we had today. All your feedback is very helpful to refine 
our process for the next time. 


For all of you working on scoring right now, please find attached a number of pieces of information that maybe 
helpful. Some if this some of your groups may have received before, however, I wanted to share it with the 
whole group for transparency and for having all of our reference data in one place. The information you will 


find attached is: 
1. The summary spreadsheets for the agents in the host targeted category that have been added from the R&D 


tested in a few other trials, so that may need to be considered) 

2. Articles on the evolving thrombosis issue that doctors are trying to deal with on the front lines. These were 
previously shared with the Symptomatic/Supportive therapy group. 

3. An article relevant to immune modulator use in COVID-19. 

Articles for the Antiviral group on some preclinical testing work. 

5. Also for the antiviral group, the TX-Preclinical team also just sent this link with access to more screening data, 


- 


tested in a SARS-CoV-2 Vero-GFP CPE assay and posted at the ReFrame database here 
hitps://reframedb.org/assays/A00440. You can create an account for free and search the data.” 


Please find attached the updated spreadsheet with all the new relevant compounds added for the groups 
to vote on. These new compounds for your groups are highlighted in green. 


Finally, please find below the captured action items and key takeaways from the meeting. 
Action Items 


Action Items 
_ Information POC 


APARO000005410 


1 —_—~ Provide Review Committee members with 5 compounds for 
_ review, along with factsheets from the R&D Consortium 


2 ; Send updated score sheets _ ee 
_ Agent Prioritization Review Committee members 


3 (immunomodulators) score additional agents that have been 


added from the R&D Consortium list _ 
_ Getting standardized, reliable data on the agents 


4 e  =Trans-NIH information, intramural and extramural 
@ Mike Poole, Gates Foundation 


Ask Preclinical Working Group (R&D members) for relevant 


data on agents if available 


6 : Get data on antivirals from NIAID and NCATS 


Key Takeaways 


Keith Gottesdiener & Elliott Levy /— 


_ Stacey Adam_ 
_ Stacey Adam 


AP Sub Group Members 


Stacey Adam / 


Ruxandra Draghia-Akli 


Joe Menetski 


Sarah Read/Christine Colvis 


e Weare re-evaluating our list for scoring and adding other agents that were inadvertently left out 


¢ We will not go back and re-evaluate the triage list. 


Sub Group Members voicing concern on lack of confidence in agents they’ve had to score. More research 
needed on drugs to understand whether these are worth putting into clinical trials. Need for more data. 
e Suggested need to understand value of the agents we are evaluating over remdesivir. 


For reference tomorrow, please find attached the summary from yesterday’s meeting and the agenda for 


tomorrow’s meeting. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
rector, Cancer 

Research Partnerships 
Foundation for the National Institutes of Health 
Direct:| b6 


ee ere, 
fnihore 


Donate to the FNITH’s Pandemic Response Fund te combat COVID-19: f 


Tih ore/nandenic 


APARO000005410 


From: Wung, Peter /US ; b6 


Sent: 5/14/2020 6:24: 49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


{(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Dear Francis, 
Thank you for including me in this important endeavor with the NIH. 
lam comfortable with my name listed on the website. 


Regards, 
Peter 


Peter K. Wung, MD, MHS, FACR 


AVP, Global OMD Lead !&! 
Clinical Sciences & Operations | Research & Development 


EXTERNAL : Real sender is! b6 

Dear ACTIV Colleagues: 

Yes, this message is for you, though your address was in the bcc line! 

NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 


efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 


COLL0000009529 


ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009529 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/14/2020 8:36:15 PM 


carci tet eersmemem emer emrmemrmemememememem RR eee 


To: Vincent, Mike} b6 ji Bascles, Lionel b6 : Stein, Peter (FDA/CDER) 


e(DIBOF Fas5POLIV/ ae Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Cohen, Myron 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
[DESL Recipients/cn= age ed cl edna -myron_ cohen]; Corey, Larry 


‘oz ExchangeLabs/ou= F chenee Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
{OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808ecasféf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= al ba lial ecto tcmeeacictreeace ete -paytonma]; Resnansky, Laura 
enaraiena caus Oe eee 
liwachtel@delditte. Roni Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou= exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 
cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
—R— Recenerca 05494833e0fc4 7a9acac194cd338b201- csizemore]; Kenny, Dermot 


ams caimiesmememrenrmimrermrememsaemimemsmsmemsavmceim, 


Wor ExchangeLabs/ou= Exchange Adtainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42af1165dcad-weinmang]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

pac ara Le eciplenits/ ch shy ee cel se se ade badtisie acer ccolvis]; Hughes, Eric 


ie ExchangeLabs/ou= Exciande Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o= ene aus Exchange Administrative Group 


cece bron nee Administrative cep 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny: = ss b6  __}James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= =Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose! ——ss«é be tate te tn |; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


APARO000017178 


Group (FYDIBOHF23SPDLT)/cn= -Recipients/cn=cd9e702fcf28414883d0b6996d677257- -wholleyd]; Criffield, Robin 

“} Hamilton, Nancy: ( ™~—CS Minnich, Beth 

i + Katz, Rebecca (NIH/NCATS) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman @deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 2¢8291f38ec342f895243c0617e115ec-victoria.da]; 


Jintanat Ananworanichi. be J 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05152020.pdf 
Location: b6 
Start: 5/15/2020 1:00:00 PM 
End: 5/15/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Stein, Peter (FDA/CDER); Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim 

Attendees: (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; Kurilla, Mike; Nayak, 
Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Wachtel, 
Jonathan; Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Garner, Carlos; Mensah, George; Weinmann, Gail ; Colvis, Christine 
Attendees: (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; _ 
Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T]}( ss b6— 


Francis Collins; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, 
Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; 


Rebecca (NIH/NCATS) Katz [E]i bé __—_$ Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat 
Ananworanich 


Dear Colleagues, Attached is the agenda for this call. Talk with you then. Karen 
ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 


APARO000017178 


Password:! “b6 | 


One tap mobile 


—— | | US (Chicago) 
US (New York) 


/US 
b 6 | US (Houston) 
i US (San Jose) 


US (San Jose) 


Senrewenneren (isa 
Meeting ID: b6 
Password:( BB 
Find your local number:! b6 


APARO000017178 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 


Sent: 5/14/2020 9:01:45 PM 

To: iL 
“Grab orc ona Recipients/en= ad3412305594497bedbef038d375cd7- seirceres|, Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou= sees Administrative Group 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
teen SED Elen a ie 306b2244466140faa95aaaafe06ebd70- ee 

cc: Diamond, Michael; Be sce ead! “ae Rodriguez, Robin Di bé- i Hall, Matthew (NIH/NCATS) 


[E] [/o= ExchangeLabs/ou= Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c76a7b26237 14aaaa095fda97973fS5e6-hallma_b4f6]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Lowy, Douglas 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f78 1f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa 172c87-ccolvis]; Desrosiers, Betsy 


}Hughes, Eric st b6 —_—_—_—__s Jansen, Kathrin 

4 Kurilla, Michael (NIH/NCATS) [E] [/o= Exchanaelabs/ou= Exchange Administrative Group 
TEVDIBOHEZSSPDLT ene Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@ deloitte. com); Tolman, Brett ibtolman@’deloitts. com]; Wachtel, 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Burrus-Shaw, Cyndi 
{NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Dave Frankowski 


: b enennneneD®,nnnnnnnnnt Stratton, Benjamin 
[bstratton@DELOITTE.com] 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 
Attachments: 2020-05-12_ Preclinical WG_Summary_RLA_d3.docx 


Dear preclinical working group and invitees, 


Please find the minutes from our meeting on Tuesday. | apologize for being late (my fault, | am afraid). We look forward 
to seeing you all tomorrow. Please let me know if you have any questions or modifications to these. 


Best regards, 
Joe 


7 i af 
MS a teste dete teat tasted OE lates tee ost Lomas Cihlar; i. 


vv 


| po ere See eee ve ee en eee ggg eo ae tones te waa ee te OT ae Rae | o 


Srinivas; Qashu, Felicia (NIH/OD) [E] 
Ce: Diamond, Michael; Rodriguez, Robin D; Hall, Matthew (NIH/NCATS) [E]; Florence, Clint (NIH/NIAID) [E]; Lowy, 
Douglas (NIH/NCI) [E]; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; 
Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; 
Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey 
(FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; 
Prabhavathi Fernandes; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; 
Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Dave Frankowski; Baric, Toni C; Stratton, 
Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting IDE 


Password} 


One tap mobile 


APARO000004865-2443765 


b6 ‘us (Chicago) 
‘US (New York) 


ae eee 
iUS (New York) 


iUS 
‘US (Houston) 
iUS (San Jose) 


‘US (San Jose) 
| 1US 


Limaininnie aceon cy 
the oe oe a 


Retctasesmeaten 
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From: 
Sent: 
To: 


cc: 


Subject: 


Dear All, 


Penny Heaton: b6 i 

5/14/2020 10:40:17 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

RE: Time sensitive: Making your ACTIV Participation Public 


Yes —| agree to be listed on the web site as part of the ACTIV team. 


Best, 


Penny 


Chief Executive Officer 
Bill & Melinda Gates Medical Research Institute 
245 Main Street, Cambridge, MA 02142 


v + 857 301 9404 


Executive Assistant to the CEO 
Bill & Melinda Gates Medical Research Institute 
245 Main Street, Conese. MA 02142 


; Meltzer, Abbey (FNIH) 7 b6 ; Wholley, David 


Sudeeea Time sensitive: Making your ACTIV Participation Public 


Attention: This message was sent from an external domain. 


Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
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send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000009557 


From: Patel, Naimish /US: b6 


Sent: 5/15/2020 DASOGAM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


; Meltzer, Abbey (FNIH) [T] 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: Time sensitive: Making your ACTIV Participation Public 


Dear Francis, 
| would be happy to have my name listed on the website. 


Best, 
Naimish 


Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


ieee nseesminumtasGtes Sintec aensavesarauesmeeimentay 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 


efforts, including announcements, scientific papers, and new developments. Currently, the co 
available information, but we would like add the ACTIV leadership and working group membe 


ntent is based on publicly 
rs. Your representation on 


ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 


send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:0 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


0 p.m. ET tomorrow, 


COLL0000009570 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/15/2020 2:50:21 AM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Allen-Gifford, Patrice 
{NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc91b7c06-burdense]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=488 7cb3513e242dfa7d2df712dcc6d6a-pollockrc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


I’m agreeing with that. 


From: i Myles, Renate (NIH/OD) [ EL 


Subject: RE: Time sensitive: ate your ACTIV Participation Public 


Can we remove the NiHers? | don’t think we need their permissions, right? 


From: Collins, Francis (NIH/OD) [Ey b6 

Sent: Thursday, May 14, 2020 10:49 PM 

To: Myles, enaie (NIH/OD) [E]: a b6 so : Allen- Gifford, Patrice (NIH/OD) (E]: b6 
‘GePatker, Ashey (nino) (el 88 west Shannon (uH/on 

H b6 p Pollock, Rachel (NIH/OD) [Ei b6 |; Melencio, Cheryl (FNIH) [T] 


“Subject: RE: Time sensitive: Tree your ACTIV Participation Public 


Yes, please send an update in the AM. And then | will appreciate a concatenated set of e-mail addresses for 


the tardy ones. 
FC 


i CO. Snare: ; 


Subject: RE: Time sensitive: Making your ACTIV enable — 


APARO000002880-2441078 


By my count, we are still awaiting 39 responses, including 10 from NIH staff (highlighted in yellow). | don’t think we 


really need to get permission from the NiHers, do we? 


We gave folks until noon tomorrow, but you may want to send another email out in the morning to the non-NlH folks. | 


can give you an updated count in the morning. 


William Pao, M.D., Ph.D. 
Head of Pharma Research and Early Development (pRED) 
Roche 


Annaliesa Anderson, Ph.D., FAAM 
Vice President and Chief Scientific Officer, Bacterial Vaccines 
Pfizer 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Marc Charette, Ph.D. 

Program Director 

Division of Cardiovascular Diseases 

National Heart, Lung, and Blood Institute, NIH 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Judith Hewitt, Ph.D. 
Deputy Director, Office of Biodefense, Research Resources and Translational Research 
National Institute of Allergy and Infectious Diseases, NIH 


Samantha Jonson, M.P.S. 
Special Assistant to the Director 
National Center for Advancing Translational Sciences, NIH 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


Elizabeth Ottinger, Ph.D. 
Senior Program Manager, Division of Preclinical Innovation 
National Center for Advancing Translational Sciences, NIH 


APARO0000002880-2441078 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


John Young, Ph.D. 
Global Head Infectious Diseases and Vice President 
Roche 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Amgen 


Naimish Patel, M.D. 


Head of Global Development, Immunology and Inflammation Therapeutic Area 


Sanofi Genzyme 


Yves Rosenberg, M.D., MPH 
Branch Chief, Atherothrombosis and Coronary Artery Disease Branch 
National Heart, Lung, and Blood Institute, NIH 
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Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Jim Doroshow, M.D. 
Director, Division of Cancer Treatment and Diagnosis 
National Cancer Institute, NIH 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Seema Nayak, M.D. 
Director, Office of Clinical Research Resources 
National Institute of Allergy and Infectious Diseases, NIH 


Manizhe Payton, MPH 
Director, Office of Clinical Site Oversight, DAIDS 
National Institute of Allergy and Infectious Diseases, NIH 


Christine Sizemore, Ph.D. 
Director, Division of International Relations 
Fogarty International Center, NIH 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Emmanuel Hanon, Ph.D. 
Senior Vice President of Vaccines Research and Development 
GlaxoSmithKline 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 
Senior Vice President and Senior Research Fellow 


APARO0000002880-2441078 


Vir Biotechnology, Inc. 
Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


John Mascola, M.D. 
Director, Dale and Betty Bumpers Vaccine Research Center 
National Institute of Allergy and Infectious Diseases, NIH 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Allen-Gifford, Patrice (NIH/OD) [E]} b6 
Sent: Thursday, May 14, 2020 1:27 PM 

To: Collins, Francis (NIH/OD) (EJ: b6 
Ce: Myles, Renate (NIH/OD) [E] ‘ 


preva ia sana imemiesnemioreiesntmsmemsmcere save rebieee 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Certainly. We will put the responses in a subfolder immediately. 


From: Collins, Francis (NIH/OD) [E]i_... 
Sent: Wie May 14, 2020 1:03 il: 


Sule FW: Time sensitive: ens your ACTIV arene Public 


These are great responses, but my inbox is overflowing. Can you set up a separate file to put all of the 
responses that have this same subject line? 


From: Bozzette, Sam (NIH/NCATS) [E]i 

Sent: Thursday, May 14, 2020 11:09 AM 
To: Collins, Francis (NIH/OD) [E} i a 
Cc: Myles, Renate (NIH/OD) [E]} 


Pieteierereiere miami sere imimemimimemememden 


(FNIH) [T] b6 i 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


| would be pleased to be listed under Therapeutics-Clinical WG: 
Sam Bozzette, MD, PhD 
CMO, NCATS 


Thank you 


APARO0000002880-2441078 


Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


b6 A ': Wholley, David 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 3:19:38 AM 

To: 


“Tjoz pases Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT}/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 

i | Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Rose Li Central Account 
[FNIH @roseliassociates.com] 

Subject: Initial Follow-up to ACTIV TX-Clinical Agent Prioritization Subgroup #10 

Attachments: Therapeutic information request form-v6.docx; ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 
14May2020_Key Takeaways.pdf; ACTIV_Therapeutics Clinical Agent Prioritization Scoring Guide_v3.pptx 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 
Please find attached the follow up materials from today’s meeting. 


The materials include: 

1. A quick capture of action items and major decisions from the meeting. A formal summary will follow 
tomorrow. 

2. Updated Agent Prioritization Criteria Slides with the changes suggested today made. Please review for final 
approval. 

3. An updated version of the company survey/RFI that we would use for multiple purposes: 1) to do specific 
information solicitation on high priority compounds that this group wishes to score, 2) to have any company or 
group who has submitted an agent for your consideration populate this so we are working on the right data, and 
3) potentially to do a broad company solicitation of additional compounds that the companies would like to 
have considered for testing. 

Please review and let us know if this reflects the changes suggested and that it has all the questions you 
would want to see to ensure that we will have the right data to review for our high priority compounds. We 
have worked to balance being thorough with making sure it is not too onerous for a company to fill out. Please 
let us know if you have any amendments or additions. 


Thank you for your review of these materials. 


Thanks, 


APARO000005406 


Stacey 


Stacey J. Adam, PAD 

Director, Cancer 

Research Partnerships 

Foundation far the National institutes of Health 


ce aes [|Mobile, 6 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/15/2020 8:43:16 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Meeting notes from yesterday's ACTIV EC meeting 


| think it’s OK, but given the way in which the previous distributions ended up in the hands of Jon Cohen, a 
specific reminder to the WG members that these are confidential would be a good thing. 


FC 


cine FW: Meeting notes a yesterday's ACTIV EC meeting 


| don’t see any problem with this, do you? Each page is marked Confidential and Predecisional. 


sublece RE: Meeting notes a yesterday's ACTIV EC meeting 
Hi David, 


Am | allowed to share the notes with my WG? They asked today if they would be shared since the group was discussing 
our letter. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, ceca er 


COLL000001 1036-2443091 


< ‘qachtel@deiitee. com>; Whalley; David (FNIH) rm 
Subject: Meeting notes from yesterday's ACTIV EC meeting 


Dear ACTIV Executive Committee Members, Working Group Co-Chairs and guest participants: 


Here are the complete notes, including action items, from yesterday’s ACTIV EC meeting. Please let me know if there is 
anything we may have missed. In addition, | am forwarding at Janet Woodcock’s request slides she mentioned 
describing the global landscape of studies on convalescent plasma and hyperimmune globulin. 


| look forward to continued discussions on our next EC call, scheduled for next Wednesday, May 20. 
David 


David Whalley 
Senior Vice-President, Research P: artnerships 
foundation fox the National Tastitutes of Health 


Pe ere err 


j 1400 Roo kville Pike Sune 600 North Bethesda, MD 20882 


du 2019, the PNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that excceds industry standards. 


COLL000001 1036-2443091 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/15/2020 9:02:26 AM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: FW: Time sensitive: Making your ACTIV Participation Public 


From: Emmanuel Hanon 


aie Re: Time sensitive: Making your ACTIV Participation Public 


Ok for me 


Subject: Time sensitive: Maung your ACTIV Participation Public 


EXTERNAL 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


GSK monitors email communications sent to and from GSK in order to protect GSK, our employees, 
customers, suppliers and business partners, from cyber threats and loss of GSK Information. GSK monitoring 


COLL000001 1045 


is conducted with appropriate confidentiality controls and in accordance with local laws and after 
appropriate consultation. 


COLL000001 1045 


Sent: 5/15/2020 11:49:33 AM 


To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: PLEASE READ: Draft Email to Collect Communication Contact Information 


Attachments: RE: List -- just copy and paste in bcc. lists of April 3 plus working groups 


These list were compiled yesterday morning by FNIH without any names, only emails. | wanted to double check the 
emails FNIH provided with names of the reps on the 4 ACTIV WGs along with the reps who participated in the April 3" 
PPP meeting. 


| found 8 emails that were missing and shared this with FC yesterday afternoon. Andy Plump was among the 8 which 
explains why the email was missing. 


From: Myles, Renate (NIH/OD) [E} sf be ~—s_s} 
Sent: Thursday, April 16, 2020 8:15 AM 
To: Parker, Ashley (NIH/OD) [E]} b6 


Cc: Wolinetz, Carrie (NIH/OD) [E 
Subject: RE: PLEASE READ: Draft Email to Collect Communication Contact Information 


| used the master list that you sent to him earlier in the week and Takeda wasn’t in there. | never received an updated 
version of the master list. 


sieiees RE: PLEASE READ: Draft Email to Collect Communication Contact Information 


Here is the updated list - seems FC used your emails and not the master list. 


From: Myles, Renate (NIH/OD) [E] i b6 Co H 
Sent: Thursday, April 16, 2020 8: 10AM. SS 
To: Parker, Ashley (NIH/OD) [E]! | b 6 ee | 
Cc: Wolinetz, Carrie (NIH/OD) (E 


Subject: RE: PLEASE READ: Draft Email to Collect Communiestion Contact Information 


| pulled the names from the attached that you sent earlier in the week. There isn’t a Takeda contact on this list. Would 
you send it to me? 


Subject: RE: PLEASE READ: Draft Email to Collect Communication Contact Information 


Good morning Renate, 


APARO000028955 


Our rep at Takeda, Andy Plump is included on the master list. | am confirming with Francis that he used our master list 
for his email that went out last night — | should be able to confirm this for you this morning. 


| hope you are staying safe and healthy; maybe even getting some rest in between the constant COVID activities. 


Thanks, 

Ashley 

From: Myles, Renate (NIH/OD) {E] | b6 | | 
Sent: Thursday, April 16,2020 7:14 AM 
To: Parker, Ashley (NIH/OD) [E]} b6 


Ce: Wolinetz, Carrie (NIH/OD) [&. 


Subject: FW: PLEASE READ: Draft Email to Collect Communication Contact Information 
Importance: High 


Hi Ashley: 


I’m not sure if Francis added a Takeda contact to his email. | could not find one on the master contact list. | have not 
heard from their organizations yet. Would you let me know if you provided that to him last night or if they are missing 
from this email? Need to send it to this group this morning. 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Wednesday, April 15, 2020 9:11 PM 


b6 i Burklow, John aor ck b6 >; Parker, 


Subject: PLEASE READ: Draft Email to Collect Csfaninnication Contact Information 
Importance: High 


Hi Francis: 


We need to collect the communication contacts from the partner organizations so we can share the release with them 
for review. Below is 1) a draft email for you to send to the company participants, 2) the contacts for the companies we 
list in the release except for Takeda (I could not find a Takeda contact on the master list; hoping Ashley can provide); 3) 
those who should be copied (feel free to add others). 


Dear ACTIV colleagues: 


As | mentioned earlier today, we would like to announce the plans for a public-private partnership as expeditiously as 
possible. Please provide the name of the most appropriate communication contact from your company so that we may 
share a draft of the embargoed press release for your review. Please send the contact information to Renate Myles at 


b6 ‘and Abbey Meltzer: b6 | this evening, if possible. 


APARO000028955 


Thanks, 
Renate 


APARO000028955 


From: Pollock, Rachel (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4887CB3513E242 DFA7D2DF712DCC6D6A-POLLOCKRC] 
Sent: 5/15/2020 12:08:18 PM 


To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
cc: Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOG6ebd70-parkeras]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc91b7c06-burdense] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 

Attachments: Time sensitive: Making your ACTIV Participation Public 


Renate — in case it is helpful, attached is what | believe to be the send round email, and which includes the full list of 
email addresses in the bcc line. CC’ing Ashley to confirm. 


Rachel Pollock 


Subject: FW: Time sensitive: seks your ACTIV Participation Public 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 


Drug Development Regulatory Project Leader 
RTI international 


APARO000002874-2443727 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


APARO000002874-2443727 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 


Eli Lilly and Company 


Pon etme t ee Rimi nem imine miarm mem imemrmememementn 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
aU: S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) (El! b6 


Sent: Thursday, May 14, 2020 11: 00 AM 


To: Collins, Francis (NIH/OD) [EJ b6 Cte en aral Nestle at thee bd 


Cc: Myles, Renate (NIH/OD) [E] } 


(FNIH) [T] ; b6 


Subject: Time sensitive: Waking your ACTIV Participation Public 


b6 j Wholley, David 


APAR0000002874-2443727 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APAR0000002874-2443727 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 12:16:23 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Pollock, Rachel (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcc6d6a-pollockrc]; Allen-Gifford, Patrice 


(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efec1laff0700250-allengiffor]; Wooldridge, Shannon 


(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc91b7c06-burdense] 
Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Renate, we are adding the emails you do not have — these were sent later on yesterday. 


Ashley Parker, Ph.D. 
Special Assistant to Acting Chief of Staff to the NIH Director 
Office of the Director | National Institutes of Health 


Tel: b6 i 


On May 15, 2020, at 8:13 AM, Myles, Renate (NIH/OD) [E b6 ! wrote: 


Thanks, Rachel. Jay Grobler just responded, so I’ve removed him from the list. Will you be sending it out 
this morning? 


Renate — in case it is helpful, attached is what | believe to be the send round email, and which includes 


the full list of email addresses in the bcc line. CC’ing Ashley to confirm. 


Rachel Pollock 
O: 301.827. 8362 


Rachel (NIH/OD) [E 
Subject: FW: Time sensitive: Making your AGH Participation Public 


Hi Francis: 


APARO000013209 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these 
names with the email list that Ashely sent and pulled addresses from that list. | didn’t find emails for a 
number of these people, but | know there was a second round that went out using emails | don’t have. 
Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 


Chief Scientific Officer 
KSQ Therapeutics 


APARO000013209 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of infectious Diseases 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 


cima fincas bear meaabnmemccietnmeasnn sieaivmneniscermrasciieai siemens sme’ 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


en eter tere ieee remem emer mememimememimsmememememememens 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


_Pfizer 


APARO000013209 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


[on terete eer eer merece emer smememememens 


From: Collins, Francis (NIH/OD) [E]i b6 : 
Sent: Thursday, May 14,202011:00AM.——SCS 
To: Collins, Francis (NIH/OD) [E] | be | ee oe 
Cc: Myles, Renate (NIH/OD) [E] < Meltzer, Abbey (FNIH) (Tl) b6 
Wholley, David (FNIH) {T]! jcc h6 aa aaa 7 eee ememeemem emcee emememememsmememimememrmemened 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for 
information about our efforts, including announcements, scientific papers, and new developments. 
Currently, the content is based on publicly available information, but we would like add the ACTIV 
leadership and working group members. Your representation on ACTIV demonstrates the breadth and 
depth of expertise and experience from all sectors committed to this effort. Please send your responses 
to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013209 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 12:29:37 PM 

To: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 

Thanks!! 

From: Brodd, Lauren (NIH/OD)[E]i sd b6———~—t 

Sent: Friday, May 15,20208:21AM. 

To: Parker, Ashley (NIH/OD) [E] b6 ; 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 
Hi Ashley, 


See list below with emails added. Let me know if you need anything else. 


Thanks, 

Lauren 

From: Parker, Ashley (NIH/OD) [E]i sd b6 Sti: 
Sent: Friday, May 15, 2020 8: 08 AN _ 
To: Brodd, Lauren (NIH/OD) [E] : b6 


Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Thanks, Lauren! 


Ashley Parker, Ph.D. 
Special Assistant to Acting Chief of Staff to the NIH Director 
Office of the precio | National Institutes of Health 


On May 15, 2020, at 8:07 AM, Brodd, Lauren (NIH/OD) (El; b6 iwrote: 


ceases smnsesvessmementsmseninsiscenseiimenterascmracmseememed 


Sure I'll look on your excel sheets for these emails. 


From: Parker, Ashley (NIH/OD) (E]}i | b6 
Sent: Friday, May 15, 2020 8: 04 AM eer : 
To: Brodd, Lauren inIEVOD) (E} b6 i 


Hi Lauren, 


Can you help by adding the missing emails to the folks names below? | would assume this is already 
done in the revised document? 


APARO000013208-2443827 


Thanks, 


Ashley 


Ashley 


Parker, Ph.D. 


Special Assistant to Acting Chief of Staff to the NIH Director 


Tel:i 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross 
referenced these names with the email list that Ashely sent and pulled addresses from 
that list. | didn’t find emails for a number of these people, but | know there was a 
second round that went out using emails | don’t have. Hoping Ashley can provide the 


missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


sim otaiaeteratmccretcensninimsmiateteiasereed 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
_U. S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


APAR0000013208-2443827 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease 


Center 
-The Jackson Laboratory 
be DB 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University Deen Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial oe (ACTG) 


John Farley, M.D., M.P.H. 


Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 


APAR0000013208-2443827 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
_Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U. S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


acest eens e mses ree re rere rmimeesmrmemememeel 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


APARO000013208-2443827 


To: Collins, Francis (NIH/OD) (ap 
Cc: Myles, Renate al an [E] < 


‘Subject: Time ceacitive: Making your ACTIV ParncIognon Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central 
resource for information about our efforts, including announcements, scientific papers, 
and new developments. Currently, the content is based on publicly available 
information, but we would like add the ACTIV leadership and working group members. 
Your representation on ACTIV demonstrates the breadth and depth of expertise and 
experience from all sectors committed to this effort. Please send your responses to me, 
cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013208-2443827 


Sent: 5/15/2020 12:57:02 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc9 1b7c06-burdense]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcc6d6a-pollockrc] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Hi Renate, 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking and was added later on yesterday. 


We can send follow up emails to everyone except for those three — they will need to be contacted. Moving forward, it 
may be best for you to receive updates from the communications team — FNIH is managing multiple spreadsheets one 
for the emails Cheryl is managing to schedule meetings and a separate list for the communications office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Lintntatesatnintnintntmenemseiaiaiminieiniennsmet 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


APAR0000028947-2442541 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 
Professor of Microbiology and Immunology 
Director and Chief Academic Officer 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

chair, AIDS Clinical Trial aie (ACTG) 


dinininininicteisinimratatatatntnretateistniateimustasssisce, 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


APAR0000028947-2442541 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
aa Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
VU: S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


tet rete ere eee reise ieee 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Hlomedica! Advanced Research and Development Authority 


Subject: FW: Time sensitive: ‘Making your ACTIV Participation Public 


Hi Francis: 


APAR0000028947-2442541 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but I know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI international 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


APAR0000028947-2442541 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 


Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 


Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


APARO000028947-2442541 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 


oes re 
Jonathan Seals, Ph.D. 

Director, Strategic Science and Technology 

Biomedical Advanced Research and Development Authority 


\ 


Sent: Thursday, May 14, 2020 11:00 AM 
To: Collins, Francis (NIH/OD) 3 on 
Cc: Myles, Renate (NIH/OD) [E}i MM | 


(ENA) (TT 


Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APAR0000028947-2442541 


From: 


Sent: 
To: 


cc: 


Subject: 


Hi Renate, 


Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 

5/15/2020 1:11:03 PM 

Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc91b7c06-burdense]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=488 7cb3513e242dfa7d2df712dcc6d6a-pollockrc] 

RE: Time sensitive: Making your ACTIV Participation Public 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 


office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


APARO000013161 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 
Professor of Microbiology and Immunology 
Director and Chief Academic Officer 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
ke Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U. S. Food and Drug Agministration 


Preptppeprorropperses epson upner epson reppun appop perc cosresropne pepo enone 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


APARO000013161 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
Uv. S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


Antonio Lanzavecchia, M.D. 


Senior Vice President and Senior Research Fellow 


Vir Biotechnology, Inc. 


Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 


Director, Center for the National Center for Immunization and Respiratory Diseases 


Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 


Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Myles, Renate (NIH/OD) [E] 
Sent: Friday, May 15, 2020 7:53 AM 
To: Collins, Francis (NIH/OD) [E]; 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 


APARO000013161 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 


Merck & Co., Inc. 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 


The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


APARO000013161 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


APARO000013161 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


Subject: Time sensitive: Makingy your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013161 


Sent: 5/15/2020 1:44:15 PM 


To: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm] 
Subject: FW: Time sensitive: Making your ACTIV Participation Public 


Attachments: Leadership _ National Institutes of Health (NIH).pdf 


Hi Lauren, 


One things that would be helpful — can we cross check the updated list Renate shared with the attached spreadsheet of 
emails 


Sintninieinsnimine a ainin miataimeninimintatmenea: 


From: Myles, Renate (NIH/OD) [E] | b6 

Sent: Friday, May 15,20209:21AM.——~<S~S7«7:;7 ]}FSCS a ae eee eee ; 
To: Parker, Ashley (NIH/OD) [E]i sd b6..~—__- $; Collins, Francis (NIH/OD) [E} ee): ee 
Ce: Allen-Gifford, Patrice INIT nn Eo ed '; Wooldridge, Shannon (NIH/OD) [E] 
Ce: Atien-Gittor c as polsckRaGhETINVOUYIEL be 


serigraggvenn inn aininvminreccenimiasini srianawwsmseomaml: 


Hi Ashley: 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


iY ‘ Collins, Ene (HB OD) [E} b6 


ln smprraseemremeresmemimenmimamemimimimimimmie | 


Subject: RE: Time sensitive: Waking your ACTIV sea eae rbii 


Hi Renate, 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 
office. 


Ralph Baric, Ph.D. 
William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 


APARO000017175 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, dries Disease Biology 
Merck & Co., 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
_The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 


KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
JU. S. Food and Drug Administration 


Judith Currier, M.D. 
Professor of Medicine 


APARO000017175 


University of California Los Angeles 
Division of Infectious Diseases 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Renbustration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Sanofi 


She ete ere ee ee ere remem 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


Antonio Lanzavecchia, M.D. 
Senior Vice President and Senior Research Fellow 


Vir Biotechnology, Inc. 
Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


APARO000017175 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 


b6 

From: Myles, Renate (NIH/OD) [E]i sd b6..—~CS 

Sent: Friday, May 15, 2020 7:53 ANT" 

To: Collins, Francis (NIH/OD) [E] ei ee ae 

Ce: Allen-Gifford, Patrice (NIH/OD) [E]__ D6 by Parker, Ashley (NIH/OD) [E] 

ens Sea _! Wooldridge, Shannon (NIH/OD) (E} b6 b ‘: Pollock, Rachel (NIH/OD) 
{E] b6 eh a Sa fae Seca cee ae rect 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 
Hi Francis: 
Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 


list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


o 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


APARO000017175 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 
Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 

Vice President, Global Regulatory Affairs 
Eli Lilly and Company 

garner carlos o@@lilly.com 


APARO000017175 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
ae S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for ae Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) [E]! b6 

Sent: Thursday, May 14, 2020 11: oA 

To: Collins, Francis (NIH/OD) [E]! yl b6 ~~ | ee 

Cc: Myles, Renate (NIH/OD) [EL | Meltzer, Abbey (FNIH) ul b6 ; Wholley, David 
(FNIH) [Tl b6 | aimtermemrmememememimcmememenimrmsmmemmeme? == §§ j§é§ |; i peinancaneasentansenrarsarravasmsececacmrcmemsaved i 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


APARO000017175 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000017175 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 5/15/2020 1:47:20 PM 

To: Aggarwal, Neil (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwainr]; Bozzette, Sam 
{NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 00f8a853d8d740f8a8cdd55cbf8eb9da-Tim. Buchman]; Burgess, Timothy 


TEYDIBGEFSSSPDUT [HERES euis/in 219 aot face abeatse_seenas0es con Wutiedl: De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= HES DIED Ears es aero eee Dba ee DECLAROR.fd]; Draghia-Akli, 


Ruxandrai b6 ; * Eisner, Mark : b6 it Farley, John (FDA/CDER) 


[/o= Exchangelabs/ous Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b144647 88f3 1fe7bcaa09bc-FARLEYJ.fda]; Garner, Carl 
i |; Goff, David Rene EER) [E] [/o=ExchangeLabs/ou= exchange Administrative Group 


LEVOIBOHESSSPOLTY/GACRE pients/en: 390082c7¢1e34902b0f535320cd 16650 -jscurrier.m]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
chic peers €8338dd7cded432e986961f1548cSecé- acne ee Lisa 


+ Proschan, Michael (NIH/NIAID) [E] [/o= reer nea Exchange 
‘Administrative Group (EVOIBOHEZ3SPDLT)/en= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Reineck, Lora (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
Male aL aber ols Reclplents/cn= b4a14118481b4b39ba7e62a8d6425179- Peter.Stein]; Tenaerts, Pamela 


cc: ree Stacey (FNIH) [T] [/o= Exchangetabs/oul Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Kim, Elizabeth 
[elkim@deloitte.com] 

Subject: ACTIV EC Meeting Notes from Wednesday 

Attachments: 2020-05-13 _Executive_Committee_Meeting_ Summary 5-14-20 F (002). pdf 


Dear ACTIV Therapeutics-Clinical Working Group members: 


Please see attached the meeting notes and action items from the ACTIV Executive Committee teleconference held on 
May 13, the majority of which was focused on reviewing your letter to the Committee. | just sent them to the EC late 
last night and am happy to share with you. As noted the notes are marked confidential and predecisional; please treat 
with appropriate discretion and do not distribute further. 


APARO000005403 


Thanks, 
David 


David Wholley 
Senter Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


11406 Rockville Pike Suite 600 North Bethesda, MD 20852 


de 201%, the PNIH carned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organiuaion that exceeds industry standards, 


APAR0000005403 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 2:27:11 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c25 18ddb9-leponelm] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Attachments: Leadership _ National Institutes of Health (NIH).pdf; 1-Draft_NIH_ACTIV_Webpage_Content 5.14.2020 w changes 
updated editsLBAP.docx 


Hi Renate, 
Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 
names can be ignored as this is updated in the revised version you’ve provided. 


A few minor edits: 
e Co-chairs of the working groups should be identified 
e Consistency with MD or M.D. 
e Minor change to John Mellors 


Thanks, 
Ashley 


From: Myles, Renate (NIH/OD) [E] i 
Sent: Friday, May 15, 2020 9:21 AM 
To: Parker, Ashley (NIH/OD) [E]: 

= Allen-Gifford, Patrice (NIH/OD) [E 


Subject: RE: Time sensitive: Making your ‘ACTIV A atlas Public 
Hi Ashley: 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


Subject: RE: Time sensitive: Waking your ACTIV Participation ae 


Hi Renate, 


APAR0000013204 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 


FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 


office. 


Ralph Baric, Ph.D. 
William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology — 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI international 


poet ice sates ete errata aces 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
_Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
_The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Peruse Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
eS): | 41°) | 


Jay Rappaport, Ph.D. 
Professor of Microbiology and Immunology 


APARO000013204 


Director and Chief Academic Officer 
_Julane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 


Ria icirdetrwsarirnneriietcre aware ices aaatasmeeieiaas 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Sli (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 


Wiscesccasentnaienberusonabatnencnnamsenscnanisussenesnsimsasnmomisaombenesemd 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
wu: S. Food and Drug paministradon 


Beth Bell, M.D., MPH 
Clinica! Professor, Global Health 


APARO000013204 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bal & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

_Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


Subject: FW: Time sensitive: ae your ACTIV Participation Public 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


APARO000013204 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 


Merck & Co., Inc. 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 


The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


APARO000013204 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


i b6 i 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


APARO000013204 


From: Collins, Francis (NIH/OD) [E]i b6 


Sent: Thursday, May 14, 2020 11: 00 AM 
To: Collins, Francis (NIH/OD) rr 


Cc: Myles, Renate (NIH/OD) (Ely i b6 Meltzer, Abbey (FNIH) [T]i ee b 6 _ 


Subject: Time sensitive: aaa your ACTIV Participation Public 
Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


ianememiened 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 


Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013204 


From: Sharpless, Norman (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=340F3D07B6644DA7ACA53AB83DCO66EF-SHARPLESSNE] 

Sent: 5/15/2020 2:37:35 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Lowy, Douglas (NIH/NCI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: RE: standardized immunology assays to facilitate and speed approval of a vaccine against Covid 19 


Thx for sending 


This is the sort of scientific effort that the NCI wishes to support with the Serology centers of 
excellence that we will be funding, and I will make sure they see our FOAs. 


I think having an academic site doing testing for the clinical trials of ACTIV and then holding what I 
think would be CCI would be problematic, and these capacities for antibody detection and neutralization 
assays exist within the USG. 


Ned 

soneo Original Message----- betes ee ek cniecaeniay 

From: Collins, Francis (NIH/OD) [E] : b6 

Sent: Thursday, May 14, 2020 9:27. PM eeeeeeeeeeeeeeeeeeeee nn seen nenen bs 
To: Lowy, Douglas (NIH/NCI) [E] : b6 i; Santos, Michael (FNIH) [T]} b6 ! 
cc: Wholley, David CFNTH) [T] prt perrrrnnnmnnrSharpless, Norman (NIH/NCL) [Byccettrt rrr 
i b6 i Recs Seccmscatesedsanasataretapetcveracmrascue ed 


19 
In case this is of interest. 


===-- Original M@SSAG@ ram anaes sees eee sceneene teense 
From: Ed Scolnick i 
Sent: Thursday, May~14)~202U" 8738" PM~ 


7TraiMacks....Peter CEDA/CRER). i 


i 


;.Fauci, Anthony 


b6 +; Tal Zaks 


I semis espe vs pa co 


SS. lander. Ramnik Xavier 


~ _§ Deb Hung i 
; Schreiher stuarel 


Hi to All: For the past few days, I have been working with Dr Deb Hung a Member of the Broad 
Institute. Deb has been a member for 15 years and is a pioneer in Infectious disease. As the memo 
indicates , she had developed 2 assays which will be invaluable for the current Corona Virus Vaccine 
effort and is almost finished developing a 3rd one as noted in this memo. 

Having these assays can potentially if trials go as planned lead to an approval of vaccines by the Fall. 
This would be analogous to Rapid approval of Cancer therapies. Additional studies would go on but early 
use of the Vaccine to stem the pandemic would be possible and would be a spectacular achievement for the 
Biomedical community. 

The Broad is capable of running all the assays , sharing that data with the 
FDA which is supportive of the effort and keeping each company’s data confidential from other companies. 
The Broad has proved that it can do hight throughput assays in its genotyping, sequencing and PCR based 
work and can now extend this capability to the immune assays needed to help the National vaccine effort 


we urge you to approve this effort rapidly. In the HIV effort when I was at Merck we organized a Company 
consortium of 12 companies to share phase 2 data without showing structures of antiviral compounds. That 
allowed 2 companies to begin combination therapy 

5 years earlier than normal and led to the triple therapy regimens that changed the face of HIV from a 
death notice to a manageable disease. This proposal can do the same for this pandemic. 


I have included Katharine Jansen on the “to” list but am sending it to her private email address. 


COLL0000021963 


I implore you to help activate this effort as fast as possible free from the usual bureaucratic barriers. 
The effort can help the companies and most importantly help human beings who are terrified of becoming 
infected and prevent a second wave of infections in the fall, an event which would decimate the public 
and the country. 


You can reach me by email or by cell phone | b6 i I will make myself available and so will Deb 
Hung to answer your questions ete ete ee 


Best wishes Edward Scolnick 


COLL0000021963 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 


Sent: 5/15/2020 2:38:50 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c25 18ddb9-leponelm] 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Yes, | did hear from Rao, Lutz and Grobler. Below are folks who have not responded: 


Ralph Baric, Ph.D. 


William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 


Professor, Department of Microbiology and Immunology 
University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI international 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


APAR0000002864-2441 782 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


b6 | 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


[rsrstanteretecmkatera aterm tata rarataratacmtermcasmsmense 1 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


Antonio Lanzavecchia, M.D. 
Senior Vice President and Senior Research Fellow 
Vir Biotechnology, Inc. 


b6 | 
Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


APAR0000002864-2441 782 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Parker, Ashley (NIH/OD) [E] } b6 
Sent: Friday, May 15,202010:35AM.—~—~SCS«T«T;<;<7;<;<“;< 
To: Myles, Renate (NIH/OD) [E}; ao b 6 
Cc: Brodd, Lauren (NIH/OD) [E]: 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 
Have you hear back from others? How many people are missing now? 


Sylva, Beth and Jonathan — how will we handle getting their permissions? 


From: Myles, Renate (NIH/OD) [E]} _ b6 
Sent: Friday, May 15, 2020 10:33 AM 
To: Parker, Ashley (NIH/OD) (El, as bt 


siiblect RE: Time sensitive: Maung your ACTIV Participation Public 


Thanks, Ashley and Lauren. Very helpful. 


From: Parker, Ashley (NIH/OD) (El! ee. b 6 P aseced eco 
Sent: Friday, May 15, 2020 10:27 AM 
To: Myles, Renate (NIH/OD)[E]i ss b6 ieee 


Cc: Brodd, Lauren (NIH/OD) [E] ! 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Hi Renate, 
Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 
names can be ignored as this is updated in the revised version you’ve provided. 


A few minor edits: 
e Co-chairs of the working groups should be identified 
e Consistency with MD or M.D. 
e Minor change to John Mellors 


Thanks, 
Ashley 


‘Subject: RE: Time sensitive: Making your ‘ACTIV soe ache Public 


Hi Ashley: 


APARO000002864-2441 782 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


Hi Renate, 


\’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 
office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

_University of North Carolina, Gillings School of Global Public Health 


Plaines ermine erent ere emai 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug coe 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, oe Disease Biology 
_Merck & Co., 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


APARO000002864-2441 782 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
_GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
_Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
JU. S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

chair, AIDS Clinical Trial Group (ACTG) 


Fen ee eee eee ees emememememememememeny 


John Farley, M.D., M.P.H. 
Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


APAR0000002864-2441 782 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
li Lilly and Company 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
_University of Washington 


a iuivataNacvaivetuvmranwnavarenananenmvaty 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


Antonio Lanzavecchia, M.D. 


Senior Vice President and Senior Research Fellow 


Vir Biotechnology, Inc. 


Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 


Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


APAR0000002864-2441 782 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 


Chief Scientific Officer 
KSQ Therapeutics 


APAR0000002864-2441 782 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
_U. S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Reimiiisetalion 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 
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Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
-Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


To: Collins, Francis (NIH/OD) (ey 
Cc: Myles, Renate (NIH/OD) [E]i 


ieee terete rere re rmrmrmimrn re etch germrmsmemem smn emimrmemsmemsmsmememememememene 


(FNIH) [T]: b6 


Subject: Time sensitive: Making your ACTIV Participation Public 


iwholley, David 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 
Sent: 5/15/2020 2:57:39 PM 


“Ghoup Pb ROHseruET ek Recisienté/ene ad34123055944f97bedbef038d375cd7- cnet Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou= ars Administrative Group 


Ves ExchangeLabs/ou=Exchange Administrative Group 
_{EYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafeO6ebd70-parkeras]; 


: ”:~—<‘“C CAs, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
"Group (FYDIBOHF23SPDLT)/en- =Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas /US 
i b6 i Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/en= Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Nancy Haigwood [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o= ee nexctiange Administrative Group 


a j Hughes, Exc 


i b6 : } Kurilla, Michael (NIH/NCATS) [E] [/o= Seer at aan Exchange Administrative Group 


[/o= Bene sie Exchange hdninictrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Kim, Elizabeth [elkim@deloitte. com]; Tolman, Brett LAUT alte com]; Wachtel, 
Jonathan [jwachtel @deloitte. com]; Prabhavathi Fernand ee | 


+ Dana Carluccio 

1 Lagos, Enrique (NIF/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 

\ NaWITnISEFSEWE Grou TYDIBOHEZSSPBLT)/en= Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 


[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
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Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(Oe calPeEt Recipients/cn=Sbbac95b1f6e4514a299b318030c3 1f6- shawey; Rodriguez, Robin D 


b6 Dave Frankowski i i b6 i; Lowy, Douglas (NIH/NCI) [E] 


Woz ExchangeLabs/ou= Excharige Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

RL SL Sacked Ati Recipients/cn= 2 eee Rorencewe li b6 i 


apnea Group (FYDIBOHF23SPDLT)/cn= Seaipicnie eh 27 tO onroanedutoestole sce: -hildsa] 
Subject: RE: ACTIV Preclinical working group (Friday meeting) 
Attachments: Therapeutic information request form-v7.docx 


Dear Preclinical working group and invitees, 


Part of our time today will be discussing the therapeutic information request form. | will be projecting this for discussion, 
but if you can’t log on to zoom, here is the word doc. This is the current version that has additions from the clinical 
working group (thank you clinical working group!). 


Looking forward to our discussion. 


Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6: 48 PM 


Cc: Nancy Halewood: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Chery! (FNIH) [T]; Colvis, 
Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, 
Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) 
[T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi 
Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) 
[E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; 
Lowy, Douglas (NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E];; BS Hild, Sheri (NIH/OD) 
[E] 

Subject: ACTIV Preclinical working group (Friday meeting) 

When: Friday, May 15, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Se 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APAR0000004863-2443279 


Meeting ID: ! b6 


Password: : b6 


iUS (New York) 
b6 iUS (Chicago) 


{US (New York) 
{US (Chicago) 


iUS 
'US 
iUS (Houston) 


1US (San Jose) 
iUS (San Jose) 


APAR0000004863-2443279 


Sent: 5/15/2020 3:21:04 PM 


To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm] 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


’m ona call with Cheryl now and working group members are being added in real time — additions that come in today 
and over the weekend etc. will have to added on the next wave? 


FNIH is forwarding Francis’ email to Beth, Sylva, and Jonathan — they were not on her list. 


From: Myles, Renate (NIH/OD) [E] { b6 
Sent: Friday, May 15, 202011:11AM.—— 
To: Parker, Ashley (NIH/OD) [E]Ji i LM!” 
Cc: Brodd, Lauren (NIH/OD) [E]{ b6 


Subject: RE: Time sensitive: Making your ACTIV Barticipation Public 


Just heard from Judith Currier. Removed her from the list below. 19 more to go. 


From: Myles, Renate (NIH/OD) [E] 
Sent: Friday, May 15, 2020 10: ae AM 


peter reemrmmrm erm rem ietermemrmememsmemememey 


Se RE: Time sensitive: Making your ACTIV Participation Public 
Yes, | did hear from Rao, Lutz and Grobler. Below are folks who have not responded: 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 


Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


APARO000028899 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 


Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


APARO000028899 


Antonio Lanzavecchia, M.D. 


Senior Vice President and Senior Research Fellow 


Vir Biotechnology, Inc. 


Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 


Director, Center for the National Center for Immunization and Respiratory Diseases 


Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 


Biomedical Advanced Research and Development Authority 


Sent: Friday, May 15, 2020 10:35 AM 


To: Myles, Renate (NIH/OD) (E]; 


Cc: Brodd, Lauren (NIH/OD) [E] : 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Have you hear back from others? How many people are missing now? 


Sylva, Beth and Jonathan — how will we handle getting their permissions? 


Cc: Brodd, euren (NIH/OD) cE 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Thanks, Ashley and Lauren. Very helpful. 


Suhece RE: Time sensitive: Making your ACTIV Participation Public 


(pinncimr a iavnriniacmestaumeniareraimeaieimenen ieee cm 


Hi Renate, 


Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 


names can be ignored as this is updated in the revised version you’ve provided. 


A few minor edits: 


Co-chairs of the working groups should be identified 


Consistency with MD or M.D. 
Minor change to John Mellors 


APARO000028899 


Thanks, 
Ashley 


*sabjeck RE: Time sensitive: idsking your ACTIV partideation® Public 


Hi Ashley: 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


Suber RE: Time sensitive: aking your ‘ACTIV Participation mbt 


Hi Renate, 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 
office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North aaron, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 
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Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
-GlaxosmithKline 


“Director, Center for Aerobiological Sciences 
_United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

_julene University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
_KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
ae S. Food and Drug DEEL eon 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


APARO000028899 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


APARO000028899 


1 Collins, Francis (NIH/ OD) (El SE, Ee eee eee 

Cee leo Gitord, Pat weet OO NE (tai ee ae ley IRON) 

fences! a 5 Wooldridge, Shannon (NIH/OD) [E]} b6 * Pollock, Rachel (NIH/OD) 
7 Sy pennnmninnnnnatmnnnnnrnnae 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 
Hi Francis: 
Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 


list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


o 
o) 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 


Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


APARO000028899 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial oeoep (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
_U. S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
li Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U. S. Food and Drug neue statlon 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


APARO000028899 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) [E]; b6 

Sent: Thursday, May 14,202011:00AM——S 

To: Collins, Francis (NIH/OD) [E] bb ee 

Ce: Myles, Renate (NIH/OD) [E}¢ MM i Meltzer, Abbey (FNIH) [T} b6 :Wholley, David 
(FNIH) [1]: Cd b6.—™ Laine rtmearevese och pbabarpnebe 


Subject: Tire serisitiver waking your ACTIV Participation Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000028899 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 


Sent: 5/15/2020 3:25:42 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c25 18ddb9-leponelm] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Yes, definitely. 


From: Parker, Ashley (NIH/OD)[E]i bo} 
Sent: Friday, May 15, 2020 11:22 AM 
To: Myles, Renate (NIH/OD) [E] ~~ 

Cc: Brodd, Lauren (NIH/OD) [E] : i ch AR 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


I’m ona call with Cheryl now and working group members are being added in real time — additions that come in today 
and over the weekend etc. will have to added on the next wave? 


FNIH is forwarding Francis’ email to Beth, Sylva, and Jonathan — they were not on her list. 


From: Myles, Renate (NIH/OD) [E]? b6 
Sent: Friday, May 15, 2020 11:11 AND 
To: Parker, Ashley (NIH/OD) (El b6 | 
Ce: Brodd, Lauren OP) (E}) . 


Just heard from Judith Currier. Removed her from the list below. 19 more to go. 


From: Myles, Renate (NIH/OD) [E] 
Sent: Friday, May 15, 2020 10: 39 AM 


pimimeiss meee censesiecmimymisetinsmsmsmanienemsuitasimimion 


sublet RE: Time sensitive: Making your ACTIV Participation Public 
Yes, | did hear from Rao, Lutz and Grobler. Below are folks who have not responded: 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 


Drug Development Regulatory Project Leader 
RTI International 


APARO000002863 


David Payne, Ph.D. 


Vice President & Head, Medicine Opportunities Research Unit 


GlaxoSmithKline 


Louise Pitt, Ph.D. 


Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Jay Rappaport, Ph.D. 


Professor of Microbiology and Immunology 


Director and Chief Academic Officer 


Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


b6 | 


Elliot Levy, M.D. 


Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


soi miniint} diiominsiiaiiesoiaieel sisi omsalincetarinimiesaiis i 
Ht ' 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


APARO000002863 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Parker, Ashley (NIH/OD) [E] b6 
Sent: Friday, May 15, 2020 10:35 AM 
To: Myles, Renate (NIH/OD) [E] ii D6 
Ce: Brodd, Lauren ey) (E] ¢ i 


sjmteeeinime islam: piaimia ae ingaeretasapei gemma! 


Have you hear back from others? How many people are missing now? 


Sylva, Beth and Jonathan — how will we handle getting their permissions? 


pretass mtarsiniatetSicieintaercversiaimestusadary 


From: Myles, Renate (NIH/OD) [E] ; b6 H 
Sent: Friday, May 15, 2020 10:33 AM 
To: Parker, Ashley (NIH/OD) (E]; es b 6 


Cc: Brodd, Lauren (NIH/OD) [E] 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Thanks, Ashley and Lauren. Very helpful. 


siblect RE: Time sensitive: Making your ACTIV Participation Public 


Hi Renate, 


APARO000002863 


Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 
names can be ignored as this is updated in the revised version you've provided. 


A few minor edits: 
@ Co-chairs of the working groups should be identified 
e Consistency with MD or M.D. 
e Minor change to John Mellors 


Thanks, 
Ashley 


“Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Hi Ashley: 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


“Subject: RE: Time sensitive: aking your ‘ACTIV Participation Public 


Hi Renate, 


I’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 
office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Eaolina: Gillings School of Global Public Health 
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Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RT International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


ail eetiet incense metewssGemnaisatatnenrsentens Somenlmemienieny 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
i S. Food and Drug Administration 


Judith Currier, M.D. 
Professor of Medicine 
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University of California Los Angeles 
Division of Infectious Diseases 
Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


anofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


eee ee ee ee eee eee meme men 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


Antonio Lanzavecchia, M.D. 
Senior Vice President and Senior Research Fellow 


Vir Biotechnology, Inc. 
Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 
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Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Blomedical Advanced Research and Development Authority 


Subject: FW: Time sensitive: kis your ACTIV Participation Public 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI international 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 
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David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 
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Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) [E] { b6 

Sent: Thursday, May 14, 2020 11:00 AM 

To: Collins, Francis(NIH/OD)[E]é ag mt(‘i‘S 

Cc: Myles, Renate (NIH/OD) [E] < b6 } Meltzer, Abbey (FNIH) [Ti b6 
(NI) YB poonennenenennnnnnne EE TT cence 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 


Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


APARO000002863 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 4:54:29 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
EO ee Bee eee eee DECLAROR. fd]; Mark Eisner 


a ee Te ea “jLaVange, Lisa M [ 


Menon? b6 


IFDIBOHEI3SPD ica meapients/ene 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o= erable hina Exchange Administrative Group 


(FDA/CDER) [/o= echonselcesiete Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

a ee Or ee ee ee eee coehee ee) eorech Vincent, Michael 


EYDIBOHEDSShDL N/a Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] eee Administrative Group 


F Beaters, Monika [JRDBE] 
; Rolf [JRDBE] 


cc: : i; Macone, Erini b6 i 


(FYDIBOHF23SPDLT)/cn= pdipich ts] acsncOMielcH a6 so yes ssid: tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= ae Administrative Group 


“(EYDIBOHF23SPDLT)/enz Sere adie 7 On cidsaneaobessede 77557 whcleval Melencio, Cheryl! (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #17 

Attachments: ACTIV Therapeutics-Clinical MP Subgroup_15May2020 Meeting Guide.pdf 7 
Location: b6 
Start: 5/15/2020 5:00:00 PM 

End: 5/15/2020 6:00:00 PM 


Show Time As: Tentative 


APARO000017161 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
{FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 


Monika (JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE] 


Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 


Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID: 


ee SE Sree eee eee eo i 
7 


Password:: b6 | 
One tap mobile 


oe bg ~——~—C SS (Chicago) 
‘US (New York) 


prmialeatet ment mectcentemvete meet ermras 


| /US (Chicago) 

| ‘US (New York) 

‘US (Germantown) 

‘US (Houston) 

‘US (San Jose) 

‘US (San Jose) 
ee : {US (Tacoma) 

Meeting ID:: 

Passwords BET 

Find your local number:! b6 
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From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 5:18:14 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c25 18ddb9-leponelm] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


We will need to ask Rachel. If you did not see it go out, | would assume not since you were on the cc line, right? 


From: Myles, Renate (NIH/OD) [E] i b6 } 


Sent: Friday, May 15, 2020 1:14 PM 
To: Parker, Ashley (NIH/OD) [E}; ean 
Ce: Brodd, Lauren (NIH/OD) [E}; 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Did ExecSec send another message this morning? 


From: Parker, Ashley (NIH/OD) [E]} 
Sent: Friday, May 15, 2020 1:10 PM 
To: Myles, Renate (NIH/OD) [E} 
Cc: Brodd, Lauren (NIH/OD) [E]i 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Cheryl sent a message to Beth, Sylva, and Jonathan giving them until 2pm today. 


| think we can reply to FC emails he sent yesterday, adding those non responders to the bcc line letting them know we 
are following up if they can let us know by 3pm today or ASAP unless you think this should come from FC directly. 


We would need to remove the 3 names listed above. 


From: Myles, Renate (NIH/OD) [E]: b6 
Sent: Friday, May 15, 2020 1:01 PMI 
To: Parker, Ashley (NIH/OD) [E] | b6 


Cc: Brodd, Lauren (NIH/OD) [E] { 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


NN Re td 


We can push the website live whenever we’re ready, but we would have to remove the list of folks below. How should 
we proceed? Should | ask Francis? 


From: Parker, Ashley (NIH/OD) [E]i = DB i 
Sent: Friday, May 15, 2020 11:22 AM 
To: Myles, Renate (NIH/OD) [E] i rater ee b 6 | 


Cc: Brodd, Lauren (NIH/OD) [E] < 
Subject: RE: Time sensitive: Making your ACTIV Participatidli Public 


I’m ona call with Cheryl now and working group members are being added in real time — additions that come in today 
and over the weekend etc. will have to added on the next wave? 


FNIH is forwarding Francis’ email to Beth, Sylva, and Jonathan — they were not on her list. 
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To: Parken Ashley (NIH/OD) (El b6 
Cc: Brodd, Lauren (NIH/OD) [E}) 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Just heard from Judith Currier. Removed her from the list below. 19 more to go. 


From: Myles, Renate (NIH/OD) [E] 
Sent: Friday, May 15, 2020 10:39 AM 


To: Parker, Ashley (NIH/OD) [E]; b6 
Cc: Brodd, Lauren (NIH/OD) (El: f 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Yes, | did hear from Rao, Lutz and Grobler. Below are folks who have not responded: 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 
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John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 
Senior Vice President and Senior Research Fellow 
Vir Biotechnology, Inc. 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 
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Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


To: Myles, Renate (NIH/OD) [E]: b6 
Ce: Brodd, Lauren (NIH/OD) [E}) 
Subject: RE: Time sensitive: Making your ACTIV Partcipatige Public 


Have you hear back from others? How many people are missing now? 


Sylva, Beth and Jonathan — how will we handle getting their permissions? 


sublec RE: Time sensitive: Making your ACTIV participation Public 


Thanks, Ashley and Lauren. Very helpful. 


Subic RE: Time sensitive: ache your ACTIV Participation Public 
Hi Renate, 
Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 
names can be ignored as this is updated in the revised version you’ve provided. 


A few minor edits: 
e Co-chairs of the working groups should be identified 
e Consistency with MD or M.D. 
e Minor change to John Mellors 


Thanks, 
Ashley 


“Subject: RE: Time sensitive: aie your ACTIV Participation Public 


Hi Ashley: 


APARO000013162 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


Hi Renate, 


i've added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 
office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
JU. S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI international 


Jay Grobler, Ph.D. 
Director, ee Disease Biology 
_Merck & Co., 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 
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David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
cele xestnl line 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

_Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
UX. S. Food and Drug peieustration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 
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Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
uel Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
wu: S. Food and Drug per iistratlon 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


iParker, Ashley (NIH/OD) [E] 


APARO000013162 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 


Merck & Co., Inc. 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 


The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


APARO000013162 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial aioe (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 


Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 


paves eneceas Ceavtorisneviepmemieems ev inemmsin ens reese ree rere omy 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 


Senior Vice President and Head of Vaccine Research and Development 


Pfizer 


APARO000013162 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
enters for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


To: Collis: Francis (NIH/OD) ef 
Cc: Myles, Renate (NIH/OD) (EL, 


Subject: Time sensitive: one your ACTIV Participation Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013162 


From: Pollock, Rachel (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4887CB3513E242 DFA7D2DF712DCC6D6A-POLLOCKRC] 


Sent: 5/15/2020 5:37:36 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc9 1b7c06-burdense] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Renate — | do not see anything in FC’s sent box, but perhaps it went out from someone else? Ashley may be able to 
confirm/offer more information. 


Rachel Pollock 


Subject: RE: Time sensitive: Making your ACTIV paiticioationk Public 


Hi Rachel: 


Did another email go out this morning to the non-responders? 


From: Myles, Renate (NIH/OD) [E] 
Sent: Friday, May 15, 2020 8:13 AM 


To: Pollock, Rachel (NIH/OD) (EE b6 
Cc: Allen-Gifford, Patrice (NIH/ ob) fern" b6. + Parker, Ashley (NIH/OD) [E] 
i b6 ‘Wooldridge; Shannon (1 NTH/OD) (3 ieee Be Mogg Gots > 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Thanks, Rachel. Jay Grobler just responded, so I’ve removed him from the list. Will you be sending it out this morning? 


Subject: RE: Time sensitive: Making eur ACTIV Paieesicar Public 


Renate — in case it is helpful, attached is what | believe to be the send round email, and which includes the full list of 
email addresses in the bcc line. CC’ing Ashley to confirm. 


APARO000002851 


Rachel Pollock 


From: Myles, Renate (NIH/OD) [E] 


i 
i 
Diiicemincetni mien ettenmseieminsenmrintmememcen my 


Sent: Friday, May 15, 2020 7:53 AM 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 
Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 


Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


APARO000002851 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial erouP (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
wu. S. Food and Drug eominisrauen 


Elliot Levy, M.D. 
Senior Vice President, Global Development 
Amgen 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 


APARO000002851 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
_Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


| meeeeeereennrnemneeeemeenneeenemuenemmemeent esd 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 


Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000002851 


APARO000002851 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 5:53:09 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c25 18ddb9-leponelm] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Attachments: RE: Time sensitive: Making your ACTIV Participation Public 


Sent this morning — please see attached. 


Pieter rere rerermrermemensmenememememene = 


From: Myles, Renate (NIH/OD) [E]i = ss b6———E 
Sent: Friday, May 15, 2020 1:51 PM 

To: Parker, Ashley (NIH/OD) [E]Ji .$#=—La i 
Ce: Brodd, Lauren (NIH/OD) [E] 4 b6 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 
Hi Ashley: 


Do you have the emails for those missing emails? | can reply all to the original email and ask again. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


John Farley, M.D., M.P.H. 
Director, Office of Infectious Diseases 


APARO000013160-2444142 


Center for Drug Evaluation and Research 
U: S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
2anofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Pinte ie ate eR Sere Tiree EmaTy 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
UU. S. Food and Drug Administration 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
_ Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


Feet ee eee reer eens 


To: Myles, Renate (NIH/OD) [E]; b6 
Ce: Brodd, Lauren (NIH/OD) [EM 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


APARO000013160-2444142 


Have you hear back from others? How many people are missing now? 


Sylva, Beth and Jonathan — how will we handle getting their permissions? 


From: Myles, Renate (NIH/OD) [E]: ae... ee: 
Sent: Friday, May 15, 2020 10:33 AM 
To: Parker, Ashley (NIH/OD) [E]: bE | 


Cc: Brodd, Lauren (NIH/OD) [Eli 
Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Thanks, Ashley and Lauren. Very helpful. 


From: Parker, Ashley (NIH/OD) [E]{ 0 D6 
Sent: Friday, May 15, 2020 10:27 AM 
To: Myles, Renate (NIH/OD) [Ey b 6 | 


Cc: Brodd, Lauren (NIH/OD) [E] i 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 
Hi Renate, 
Sparing FC’s inbox and others. 


With many thanks to Lauren for helping us with this. Please see edits attached and below — the alphabetizing of the 
names can be ignored as this is updated in the revised version you’ve provided. 


A few minor edits: 
e Co-chairs of the working groups should be identified 
e Consistency with MD or M.D. 
e Minor change to John Mellors 


Thanks, 
Ashley 


be: Allen- Gifford, Patrice hae [EE b6 __i Wooldridge, one (NIH/OD) [E] 


nn i; Pollock, Rachel (NIH/OD) [E] b6 > 
Subject: RE: Time sensitive: Waking your ACTIV Participation Public 


Hi Ashley: 


Attached is the full list of members currently listed on the website in staging. | received the list from FNIH 
communications. Please let me know of any changes. 


Thanks, 
Renate 


Sent: day, May 15, 2020 9:11 AM 
To: belli Renate (NIH/OD) [E]: ee | 


APARO000013160-2444142 


“Subject: RE: Time sensitive: aouhe your ACTIV Participation oi 


Hi Renate, 


\’ve added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 


FNIH communications team is tracking. 


We can send follow up emails to everyone except for those three — they will need to be contacted. 


Moving forward, it may be best for you to receive updates from the communications team — FNIH is managing multiple 
spreadsheets one for the emails Cheryl is managing to schedule meetings and a separate list for the communications 


office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Creline, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, seta Disease Biology 
Merck & Co., 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical eae Institute of Infectious Diseases 


APARO000013160-2444142 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Reministiahon 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 


Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


APARO000013160-2444142 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 

i 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 


Gi idetemreienees atten inicmnsmrntmemtissmienmnpensmemeeemiiiaaal 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 


Hi Francis: 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


oy 


APARO0000013160-2444142 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 


Merck & Co., Inc. 


Cat Lutz, Ph.D. 


Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 


The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 


APARO000013160-2444142 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 


Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
4 Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U. S. Food and Drug Administration 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research i in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 


Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


APARO000013160-2444142 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) [E] 7 6 

Sent: Thursday, May 14, 2020 11:00 AM 

To: Collins, Francis (NIH/OD) [E]i b6 

Cc: Myles, Renate (NIH/OD) [Ee] VU , Meltzer, Abbey (FNIH) [T]i 6 
ai ae bo oeceeeeeee IO. 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 


Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 


Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013160-2444142 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 7:18:50 PM 

To: Adam, Stacey (FNIH) [T] en ee Exchange Administrative ue 


Cc: 

' Eron, Joseph JJ 

+ Paul Klekotka! “b 
Subject: ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-dO3-activ-O5 L620 GOO eee 
cag Set On te eee Oe POOUPRPR DY APPR, Oy eel once ears varnesk sehen shane AG 
Start: 5/18/2020 5:00:00 PM 
End: 5/18/2020 6:00:00 PM 


Show Time As: Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: [NEANAID) {E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Hynn Price; 
b6 


“a; Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, sineann’s 


(b6 __} Kim, Peter (NIH/NIAID) [E] 


Optional ‘Demarcus: Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka 


***Updated with New Protocol Version*** 
Dear ACTIV-2 Master Protocol Writing Team, 


Thank you all for being willing to get together so quickly. I look forward to the ACTIV and the ACTG teams 
working together to make this protocol great and get it going quickly. 


We will work to get a full list of participants and their roles together for this meeting to distribute. In the 
meantime, the ACTG team has been kind enough to send the current draft of their protocol for us to start 
from. They have noted to me that they have removed some agent specific information for confidentiality 
purposes, but all else should be ready for this group to review and start thinking and commenting on. 


Thanks, 


Stacey 


APAR0000020107-2443837 


b6 
Meeting ID: b6 
FREI a pr aD 
One tap mobile 
! b 6 'US (Chicago) 
i (US (New York) 
Dial by your location 
‘US (Chicago) 
US (New York) 
‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 
‘US (Tacoma) 
| _|US (Houston) 
Meeting IDi 6 | 
SFT 70 84 eee 
Find your local number: b6 


APARO000020107-2443837 


From: 


Sent: 
To: 


cc: 


Subject: 


Location: 


Start: 
End: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/15/2020 7:21:08 PM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= ad a i ete DECLAROR. fd]; Mark Eisner 


(NIH / NT [E] [/o=ExchangeLabs/ou= Exchahve Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Tey DIE On Eee SeOLV/cns Recipients cn 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


sinsasaroba pees sy ten en pies ches meson erent as soe cerate eet ccncosemvestsoen tone 


Bie dekh okt wD shy 15 ke Sole ‘: Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
“(EYDIBOHED3SPDLT) Jone Recpienis/en= a583eced842c44b18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 


[E] [/o= seal carr aus Exchange Administrative Group 


b6 


Pamela Tenaerts, M. D.; 

VOLO RESSS PDL TVG Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

LADIBOREZS SP ODT iene soa mete teat npiae emit aac ehiggs]; Burgess, Timothy — 


Van Heeswijk, Rolf URDBE] 


|; Macone, Erin: b6 i; 
Tountas, Kan TENTH) TT] [/o= biickengelabs/ouz exchange AdministrativeGroup #8 © | 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa9SaaaafeO6ebd70- parkeras]; Butcher, Tina 


(EVDIBOHF23SPDLT)/ene Recidlents/ene adie 7 On cidsaneaobessede 77557 whcleval Melencio, Cheryl! (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


ACTIV TX-Clinical Master Protocol Subgroup Meeting #19 


5/20/2020 5:00:00 PM 
5/20/2020 6:00:00 PM 


Show Time As: Tentative 


APARO00001 7172-2443767 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 


Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [SRDBE] 


Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 


Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


J oin Zoom Meeting 


Meeting ID: bets~C 
Password: | 


b6 'US (Germantown) 
‘US (Chicago) 


i ‘US (Germantown) 
‘US (Chicago) 

‘US (New York) 
‘US (Tacoma) 


‘US (Houston) 
US (San Jose) 


APARO00001 7172-2443767 


From: 


Sent: 
To: 


cc: 


Subject: 


Location: 


Start: 
End: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/15/2020 7:21:09 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYOIBORE 232° DE 1)/c0= Recipients/cn= c495c3ee25¢a461ba6a829b124062448- DECLAROR. fd]; Mark Eisner 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou= pxchanee Administrative ‘ereup zs 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EVE IEEE Perera ee 527b160038004a199aeGe0bac2226099- peadeals Amanda Peppercorn 


(EVDIBOHE23SPDLT)/en= emery ee a583eced842c4db 1 8bb6fcd3820bee21- Sed fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= sh I aaa a Vincent, Michael 

for a gee Vv oy Karen hoe Price 


EYDIBOREZSSPDLTV ict Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
A PYIB OH 2 SeEREUACNS Beets ea nae Rea wpUe tna -ehiggs]; Burgess, Timothy — 


(EYDIBOHF23SPDLT)/cn= sc aplei ts /encuoco’teiatieacrsb7ec7eseda 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Reciplents/on= 306b2244466140faa95aaaafeO6ebd70-parkeras]; Butcher, Tina 
ied. Galea i; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


i b6 
(FYDIBOHF23SPDLT)/cn Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


ACTIV TX-Clinical Master Protocol Subgroup Meeting #19 


5/20/2020 5:00:00 PM 
5/20/2020 6:00:00 PM 


APARO000026761 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 
Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Password:} b6 | 


One tap mobile 


‘US (Germantown) 


| b6 ‘US (Chicago) 


‘US (Chicago) 
‘US (New York) 
‘US (Tacoma) 
‘US (Houston) 
‘US (San Jose) 
‘US (San Jose) 


Meeting ID 


Password: be | 


APARO000026761 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/15/2020 7:21:09 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ded875f0679648859e1cf101c0943414- adamsj4]; Bozzette, Sam (NIH/NCATS) 


2 Butterton, gee! aa b.~—~CS bJudy Currier 


isn: Neate ctr Sbabivarionardsuatimncianae tt 


 LaVange, Lisa Mi 


(NIH/NIAID) [E]! me mmm Woodcock, Janet (FDA/CDE! 
{FDA/CDER) eee ne ‘Greco Gere? ee 


cc: Demarcus} Cea Seer ee Jonathan 


[/o= Exchangelabefoit Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 


Subject: ACTIV TX-Clinical Master Protocol mAbs Steering Committee - ACTIV2 Synopsis Review 
Attachments: 5401 Protocol Synopsis 051920V3.dOOK enema 
Location: b6 
Start: 5/20/2020 5:00:00 PM 
End: 5/20/2020 6:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 


Dear ACTIV TX-Clinical Master Protocol mAbs Steering Committee, 
Please find attached the synopsis of the outpatient protocol for review at our meeting today. This was 
assembled by the ACTG group based on our writing team conversations and then edited a bit by Lisa and Karen 


for the statistical sections. 


This document is NOT ready to share beyond this group yet, but could be gotten ready in short turn if needed 
for the company summit, Janet. We will just need to know when that is. 


Finally, we will be discussing the selection of the inpatient network for the companion protocol today. 
Thanks, 
Stacey 


Join Zoom Meeting 


Meeting ID 
Password: b6 | 
One tap mobile 


APAR0000020084 


b6 US (Germantown) 
{US (Chicago) 


H 
| a a Ee ee 


‘US (Germantown) 
‘US (Chicago) 


‘US (New York) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 
‘US (San Jose) 


etascelierecere 


Meeting IDi) PO. 
1k, (01 0 A «Sa ne = 
Find your local number: b6 | 


APAR0000020084 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 5/15/2020 7:21:21 PM 
To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/en=ca9Sc3ee23cat61ba6a829b12406248- DECLAROR. fd]; Mark Eisner 
3 Keith Gottesdiener | i 


IFYDIBOHEIsePDLicae mecipienis/ene 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 

i i; Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEYDIBOHE23SPDLT)/en= Redpienits/en= a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{(FYDIBOHF23SPDLT)/cn= Li reece ee eg Vincent, Michael 


os ExchangeLabs/ou= Eichahige Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_(FYDIBOHF23SPDLT)/cn= Sa aca Mee ehiggs]; Burgess, Timothy — 


cc: 
(FYDIBOHF23SPDLT)/cn= RCOIBcH Ie /-aasbcGaielG Hie aeio1e0 yes salaio tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
_{FYDIBOHF23SPDLT)/cn=Recipients/cn= =306b2244466140faa95aaaafeOGebd70-parkeras]; Butcher, Tina 
H b6 ; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
“(EYDIBOHF23SPDIT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 
Subject: = ACTIV TX-Clinical Master Protocol Subgroup Meeting #200 
Location: i b6 
Start: 5/22/2020 6:00:00 PM 
End: 5/22/2020 7:00:00 PM 


Show Time As: Tentative 


APARO000017171 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 
Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [SRDBE] 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


| b6 ! 
Meeting ID 

Password:' b6 _ 

OPTS TAD AO DING Sc Sy ate sca eee ve teat cet tefl 

b6 ‘US (Germantown) 


‘US (Germantown) 
‘US (Chicago) 

‘US (New York) 
‘US (San Jose) 
‘US (Tacoma) 

‘US (Houston) 


Pere te ee ier 


Find your local number: b6 


i 
Nee teeter ieee inemimsmsmimememememememememememeet 


APARO000017171 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 7:21:22 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o= oe ae a Administrative Group 


+ Proschan, Michael 
TEVOIROHEDSePbL/ene Re senee 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHE23SPDLT)/cn= Recipient els 527b160038004a199aeGe0bac2226099- peadeals Amanda Peppercorn 


(FYDIBOHF23SPDLT)/ene Recipents/ene a583eced842c4db 1 8bb6fcd3820bee21- Sed fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= ie ele SAC ADD DE ABE Bete ne] Deseo ane FARLEYJ.fda]; Vincent, Michael 

i ! i; Karen Lynn Price 


ae aaa aa 


/FYDIBOREDSSPDL TVG Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Sisal a mete tase ign niagara ehiggs]; Burgess, Timothy 

er pees Anes UROL) 

* Van Heeswijk, Rolf [JRDBE]} 

“ee Brown, iaeiny eS [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 

“ PYDIBORESISPDLTER satel reli hel ce97 leefec944a68a94addd3b24835f5- brownj7]; Bharucha_David 

Sadeh, Jonathan 


: Goff, David (NIH/NHLBI) [E] 


Woz ExchangeLabs/ou= en Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 


snvniensemimieetmemsmimememememememsmemincet Ss fem stm ememets eensenencmemcasetememaniemumseneassnivmssentinetsietat 


cc: Mary Biggs! D6 };Demarcus) PB } Macone, Erini 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Sian 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Rec ente(en- 306b2244466140faa9SaaaafeO6ebd70-parkeras]; Butcher, Tina 


t b6 § Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Meisheimer, Rich 


[CNTNL] | b6 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #20 


APAR0000020347 


Attachments: ACTIV_Therapeutics Clinical Master Protocol Sub Group_22May2020 Meeting Guide. ‘aa Agenda capture 1.PNG 


Location: i b6 
Start: 5/22/2020 6:00:00 PM 
End: 5/22/2020 6:30:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 


Monika JJRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE]; Brown, Jeremy (NIH/NINDS) [E]; 
Bharucha_David; Gavin, Brian; Sadeh, Jonathan; Harler, Mary Beth 


Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Melsheimer, Rich [CNTNL] 


Dear ACTIV TX-Clinical Master Protocol Subgroup, 


For this meeting today, we have decide to split this meeting into two meetings to make most efficient use of 
everyone’s time. This first 30 minute meeting will be the entire group with the companies for ACTIV-1 to 
discuss the next steps for this protocol. The second 30 minutes will now become a meeting of the mAb Steering 
Committee to finalize some decisions for the ACTIV-2 protocol that need to be completed by EOD today. 


Thanks for your understanding. 
Please find attached the slides for this first meeting today. 


Thanks, Stacey 


Meeting ID:: 
Password:: 


'US (Germantown) 
‘US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 


‘US (New York) 
‘US (San Jose) 
‘US (Tacoma) 


Us ousea) 


Find your ‘local number:} b6 


APAR0000020347 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 5/15/2020 7:24:01 PM 


To: Eric Hughes j b6 |; Read, Sarah ee [E] [/o=ExchangeLabs/ou= calce 


Christine (NIH/NCATS) [E] [/o= Rn Exchange Adrainisteaeive Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cre 4b7e84cce098457896b2df19fa172c87- paces Young, John 


Vincent, Michael! 
ae See Wung, Peter /US! 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Carlos O Garner 
Pees DBA “1, Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHED3SPDLT)/enz Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{EYDIBOHE23SPDLT)/cn= Recipients/cn= 279¢14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


Pe NA oo et OO ad lon peak Me oh ip Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
‘Adminicratve Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: _ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #14 0 
Location: b6 i 
Start: 5/19/2020 5:00:00 PM 
End: 5/19/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] pier es Se acca 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;! Ree eT Eee, bé  __ 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E] ik Neccntbe fit 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APARO000017170 


'US (New York) 
iUS (Germantown) 


‘US (New York) 
'US (Germantown) 
‘US (Chicago) 

‘US (San Jose) 
‘US (Tacoma) 

‘US (Houston) 
‘US oe Jose) 


boner repo rere rere eee eel 


APARO000017170 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 7:24:02 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(ESDIBOG 235. OLT/cn= Beep ieDis/ c= Laplante feleaibe tees coe ais aie Eric sects 


b6 
ee r/ Us 


cc: i § Alvarez, Rosa Maria 
Saaniearane memceaeeenneeae Parker, Ashley (NIH/OD) 
[E] [/o= eeepc Exchange Administrative Group 
haan "alas deals 306b2244466140faa9Saaaafe0Gebd70- parkeras]; Wholley, David (FNIH) [T] 
i 5 Lucas Smalldon 
Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #11 


Attachments: Therapeutic information request form-v9-clean.docx; ACTIV_Therapeutics Clinical Agent Prioritization Sub 
-Group_19May2020 Meeting Guide.pdf 


iia am eect atest aR nn een a ene ! 
Start: 5/19/2020 5:00:00 PM 
End: 5/19/2020 6:00:00 PM 


Show Time As: Busy 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;$ See ree enna b6 WS Sse chats cette 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]! b6 i Rose Li Central Account 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for tomorrow’s call. 
1. Slides with topics and agenda internal. 
2. Updated Company RFI/Survey for final review. 


Thanks, 
Stacey 


APARO000020006 


b6 iUS (New York) 


‘US (Germantown) 


y. your location Us Mee 
‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 

| ‘US (San Jose) 
Meeting ID:) | B6 
PaeewOtd | BO. 6 cesta ieee 
Find your local number: b6 


APARO000020006 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
IPYDIBOHE 2355051) CHE RECIPIENTS] CNEDCD Buon Ye/9GisesoetChlOr Cio eets ROAMIOM! 


Sent: 
To: 


{/o= SE TePny Lae Exchange Raminicuative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHE23SPDLT)/cn= BSCIple Hts eh Ob Legos ee 28s taba i Ose abe bctie cay: ehiggs]; Carlos O Garner 


(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42#897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte. ue Menetski, septs (FNIH) [T] [/o= panels Exenaiige Administrative 


Parker, Ashley (NIH/OD) [E] Vee SEAT ONG Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= oe Exchange Administrative Group 


“| Walker, Paula (NIH/NINDS) [E] [/o= Pe chcnielabcieue Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 


LMC aes see sean OO re act ei ste gute ee at 
Start: 5/21/2020 3:00:00 PM 

End: 5/21/2020 4:00:00 PM 

Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) (EJ) 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla; i i = 

Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) (T: Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]; i 


APARO000017169-2444145 


Jne tap mooue “Ee lus Co 
‘US (New York) 


Dy saa (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 
'US ( eee) 


Mite ID: 
Password: ; b6 


[eS cr ae As AD a ee NY Sk eR REL 


APARO000017169-2444145 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 7:24:08 PM 

To: Adam, Stacey (FNIH) [T] we call aaa Exchange Administrative oad 


cc: 

[rosalvarez@deloitte.com]; Salathin, Carla i 

Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= een 306b2244466140faa9Saaaafe06ebd70- parkeras]; Wholley, David (FNIH) [T] 
Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 


Attachments: 2020-05-19 _TX-Clinical WG_Agent_Prioritization_Committee_Meeting-Summary.pdf; ACTIV_Therapeutics Clinical 
Agent Prioritization Sub Group_21May2020 Meeting Guide.pdf 


Location: b6 : 
Start: 5/21/2020 3:00:00 PM 
End: 5/21/2020 4:00:00 PM 


Show Time As: Busy 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin,Carlajt CS CS 


Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]} 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the formal summary from yesterday's meeting. 
In addition, please find the slides for tomorrow’s meetings. Please let me know if you have any amendments or 
additions. 


Thanks, 
Stacey 


APARO000019907 


One tap mobile 


‘canes b a US (Chicago) 
! US (New York) 


Dial by your location 


Dy OU ea OD.. US (Chicago) 
‘US (New York) 


US (Germantown) 
US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 
‘US (Houston) 


Find your local number: | b6 


APARO000019907 


From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/15/2020 7:27:04 PM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ibe h tl elit ig g thd acsee 2b Cano babae 27p i 2ape2 ese DECIAROR IA Draghia-Akli, 
4, Gottesdiener, Keith 

“}; Judy Currier 


i Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 


hed Récipients/cn= SDE a EEO iap o2eaet orn e parkeras]; 


i if ere. Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
“Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee pecpieneicy =f6b8f588067140fe988f0832c2387725- -Sylva.Colli]; Amanda Peppercorn 

i; Higgs, Elizabeth (NIH/NIAID) [E] 


(EYDIBOREISEPDL Tee Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o= Exchiengeaps/oue anes Administrative Group 


a Sl b ¢ i; Reineck, Lora (NIH/NHLBI) [E] [/o= euchaneelabs/oue senate Administrative Group 
(EYDIBOHF23SPDLT)/cn= Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey] 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

TAD IBORES coer peceenerca Ab7e84cce09845 7896 badfl9fal72c87- ccolvis]; Desrosiers, Betsy 


'; Kurilla, Michael (NIH/NCATS) [E] 


Wee ExchangeLabs/ou=Exchange Adrainietrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

Wig te Sia cae Ac RSS IE NES cro aot 0S et vase nap eiceeb bs 2heay drl.helix.n]; Young, John 


4 Butcher, Tina} Es 


APARO000017168 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group ieee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio [ Ne ere Jaetuatnn dl b 6 45 Rose 
Li Central eCOU [FNIH @roseliassociates.com]; oer Margaret Imareandes son @ceioiescon; Lucas 


TEVOIBOHEDSSPDE ae Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 


Subject: ACTIV TX-Clinical Working Group Meeting #7 
Location: 

Start: 5/21/2020 6:00:00 PM 

End: 5/21/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, ROSS, psig Nina; Dana Paliuede; Rose Li Central Account; Anderson, viel genet Lucas Smalldon; 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID: 
Password: 


‘US (Chicago) 
‘US (New York) 


APARO000017168 


‘US (New York) 


‘US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


iUS (San Jose) 


APARO000017168 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/15/2020 7:27:06 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= c495c3ee25ca461ba6a829b124062448-DECLAROR. fd]; Draghia-Akli, 
Ruxandra!, * Eisner, Mark | 4 i f Gottesdiener, Keith 


Read, Sarah (NIH/NIAID) [E] [/o= ye ences Exchanee) Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) shades sauleaer ae Administrative Group 


lio= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

FYE IBD UE eSP DEN iene Respieni/one €8338dd7cdcd432e986961f1548c5ec6- moro etewl: Burgess, Timothy 


(EVDIBOHE23SPDLT)/en= Redipients/ch= ‘462d88ba0c3b44e3bb922236c61304b3- reinecklal; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

cc: Colvis, Christine nea [E] [/o= ee Exchange Administrative ised 


ie ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000019850 


* OROHEaSeEIR Ee Biers ue Ue eGR ESb 7G 7S tess OS: Sedan Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn= user eee Heed: Dana Carluccio! b6_ ‘Rose 


Ve ExchangeLabs/ou= Exchange Administrative coup 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 


Subject: ACTIV TX-Clinical Working Group Meeting #7 

Attachments: ACTIV Therapeutics-Clinical Full Working Group_21May2020 Meeting Guide.pdf 
Location: H b6 
Start: 5/21/2020 6:00:00 PM 

End: 5/21/2020 7:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana ee Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 


Dear ACTIV TX-Clinical WG, 
Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 


APARO000019850 


Join Zoom Meeting 


| b6 ! 
Meeting ID:{  b6 
Password: i 
One tap mobile 
poe b6 SEULON TE SSMONe SOTO eETe : US (Chicago) 
Dial by your location 
pores Te Clneaes) 
iUS (New York) 
‘US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 
‘US (San Jose) 
_!1US (San Jose) 
Find your local number: b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/16/2020 2: 58:42 AM 

To: iF Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli! a < ee | Mellors, John W [/o= ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=user257cb364]; Naimish Patel en: eeieeee |; Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHE 2222 DEDIENS SeepienGice 4b7e84cce098457896b2df19fal72c87- ae Young, John 


‘oz aa Exchange adinineteaRwe Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

tei hee ehh) /ene RSSIpIeHtS en Db tego S88 288 taba i Ose abe betie cay: ehiggs]; Carlos O Garner 


TEVDIBOHESSSPDLT ene fécipients/cn=036113c7be0t42f897d1294ctbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
biatta. Irecalvarsc@deloltkescor: Salethin: Carlaf iso ar eat Aa peti eda goo er 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EEO HES er DEn en Recipients/cn= =e Poet May Sz tT bbs cds dose see! melendeel: Lucas Smalldon 


Administrative Group (EVDIBOHETSSEDLTY /en= p ccinfenta/ens ies ipaueay: sodeuieraosbeaa2940. walkerp1]; 
Ward, Jackie pe hata [E] [/o= sila anes tee Exchange Administrative Group 


Subject: Second Follow-up from ACTIV si | Agent Prioritization Subgroup #10 
Attachments: 2020-05-14 TX-Clinical WG_Agent_Prioritization_Committee_Meeting Summary.pdf; Therapeutic information 
request form-v8.docx 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 
Please find attached the formal summary from the call yesterday. 


in addition, | am attaching the most current version of the RFl/Survey. Reminder if you have any suggestions please 
email me. We could particularly use help on the neutralizing mAbs section. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Duar, Cancer 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/16/2020 3:34:48 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
ee eee re neeres ca CHee nea eae ea Ueanwe DECLAROR. fd]; Draghia-Akli, 
Ruxandr: 


Hughes, Erie! b6 i hwy eanien 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
EYDIBOHEZSSPDEN ene Recipients ee ee ee m]; Kim, Elizabeth 


Administrative Group EYOISSHESSsPbiT/en- Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Rec Piene/ a =f6b8'588067140'e9881083262387725- -Sylva.Colli]; Amanda Peppercorn 

i Higgs, Elizabeth (NIH/NIAID) [E] 


‘Tox ExchangeLabs/ou=Exchange Aarainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o= Exchiangetaps/oue anes Administrative Group 


a bina, Meet ot: Al aes Reineck, Lora (NIH/NHLBI) [E] [/o= evehangelabs/oue pies Administrative Group 
> RDIROLFISSPELT cae Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


_(FYDIBOHF23SPDLT)/cn= reciente sasdiacsuon agli eccbcleh lcd eaceael te Desrosiers, Betsy 


RYDIGOFIaSPOLI Ge Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
OO OLS 2S alle be eels ues lca aa ee orl, helix.n]; Young, John 


[/o= ExchangeLabs/ous Exchange Administrative Group: 
(FYDIBOHF23SPDLT)/cn= RESP IES/at 279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 


i b6 i; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000005397 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Wachtel, Jonathan 

[jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carlucciof.... BO tra me elt a 
Li Central Account [FNIH @roseliassociates. com? Anderson, Margaret [marganderson@deloitte. ont Lucas 


TEVOIBOHEDSSPDLT ane Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 

Subject: Follow-up from ACTIV TX-Clinical Working Group #6 

Attachments: 2020-05-14 _TX-Clinical WG_Meeting_Summary.pdf 


Dear TX-Clinical Working Group, 


Please find attached the formal summary of our meeting yesterday. Don’t hesitate to contact me if you have additional 
or amendments that need to be made. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Parmership: 


Direct: | b6 i Mobile: b6 | 


APARO000005397 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/16/2020 2:34:05 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06Gebd70-parkeras]; Allen-Gifford, Patrice 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcc6d6a-pollockrc]; Burklow, John (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Didn’t get to this last night. Any change in the plan now? 
Francis 


‘Subject: RE: Time sensitive: Making your ACTIV Participation Public 


That’s fine. We still haven’t pushed the page live. We can do it Monday morning, which gives people time over the 
weekend to respond. We’ll remove the names of the people who do not respond by Monday morning. 


‘subject: RE: Time Sencinive: Making your ACTIV Participation Public 


| will do, but can’t get to it until 4:30 


: x Pollock, Rachel (NIH/OD) [E]; 


‘Subject? FW: Time Senate: Making your ACTIV Participation Public 
Hi Francis: 


The below individuals have not yet responded. Do you want to send out another email to them? There are 18 
individuals. You’ll need to delete the names below and cut and paste their emails in the bcc. Let me know if you’d like 


APARO000002854 


me to do it for you. They’d probably pay more attention if it came from you though. Your original email is at the bottom 


of this string. 


Thanks, 
Renate 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


(pe ger 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


b6 | 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


b6 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 
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Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 
Division of Infectious Diseases 

Chair, AIDS Clinical Trial Eroup (ACTG) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug ecrinishicdon 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


ph ted eerie icine teieene rennin ratemiinsisemcesaieinsnrmsmimrinenrmbmemsny 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 
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Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


From: Collins, Francis (NIH/OD) [E]! b6 


Sent: Thursday, May 14, 2020 11:00 AM 


(FNIH) [T]} b6 4 


Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 


Sent: 5/16/2020 2:42:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe0Gebd70-parkeras]; Allen-Gifford, Patrice 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d441b48efeclaff0700250-allengiffor]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcc6d6a-pollockrc]; Burklow, John (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


| removed four people who have since responded both from the list and the email addresses. The remaining 14 non- 
responders are listed below. 


Staten nvaca sneer masa aemearmserersrmccrenecemare, 


Ce: Parker, alate [E]; 


From: Myles, Renate (NIH/OD) [E] : b6 
Sent: Friday, May 15, 2020 3:48 i 
To: Collins, Francis (NIH/OD) [E]} i eek b Bact lac uit Merete atatl. 


sannee: FW: Time sansavel Making your ACTIV Participation Public 
Hi Francis: 


The below individuals have not yet responded. Do you want to send out another email to them? There are 18 
individuals. You’ll need to delete the names below and cut and paste their emails in the bcc. Let me know if you’d like 
me to do it for you. They’d probably pay more attention if it came from you though. Your original email is at the bottom 
of this string. 


Thanks, 
Renate 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 
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Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Elliot Levy, M.D. 
Senior Vice President, Global Development 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 
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Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 


ee PG ictal 
From: Collins, Francis (NIH/OD) [EJ}i 6 
Sent: Thursday, May 14, 2020 11:00 AM 
To: Collins, Francis (NIH/OD) ny; Sune Ee nn REET ree 
Cc: Myles, Renate (NIH/OD) [E]i, ws Meltzer, Abbey (FNIH) [T]! b6 >; Wholley, David 


— 


Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort.Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/16/2020 8:32:27 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn= 890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 
| eee, ee iLaVange, Lisa MU “b6__..} Sandeep Menon 
b6 i; Proschan, Michael (NESTE) [E] [/o=ExchangeLabs/ou= arias 


Read, Sarah (NIH/NIAID) [E] Goose snccescoieenance) Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price” 


sDrarrusrarensranrarrasrareasrasear ss rarPMbPOPPMsOSPOPPRE PRPERNTRSPOLRSPRLCRSORPPRNTRSPRLIUSPRPORDPMIPONTRSPOLIOSPOLIOS POSER PRPERLIUSPRPTUDPRIORPRPPREIUSPRPPRDIRSPRNTRSPREIOSORP FEE ORPPRNTRS POP TUSPOIUDPRPEREPAPERI TUS PONPRDTULPRLTESPOL TUS IO eee 
AES Aiea re ra Beat Ma ct ol get ea Aas Ae Eron, Joe 


“ EYDIBOREDESDULT Ton Recipients/on= fe ibaa cia ah danotade a1 sveh rane) Roa, Jhoanna 
[/o=ExchangeLabs/ou= excenge Administrative Group 


cmemeeetmemtmements emcee ememememem eee ememememm emt EI EE Neem em emememememmemeat 


cc: Demarcus} Yea batt) bé Se tt, en 4 Tountas, Karen (FNIH) [T] [/o= Fchanceiaee/oe ene Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 


Subject: ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-d02-051620 hold.docx 

Location: 

Start: 5/18/2020 5:00:00 PM 

End: 5/18/2020 6:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 

Atrenoees:, © (NIRA IE Erice, DiObne (Oi ober RUDI Daniel BROADER) Faleoy coh (E08 CER) Maret Dyn PHce; 
i b6 i 
ron oe; Javan, Arzhang (NiA/NIAID) fe]; Roa, Joanna; 
b6 

Optional “Demarcus: Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 


Attendees: 
Dear ACTIV-2 Master Protocol Writing Team, 


Thank you all for being willing to get together so quickly. I look forward to the ACTIV and the ACTG teams 
working together to make this protocol great and get it going quickly. 


We will work to get a full list of participants and their roles together for this meeting to distribute. In the 
meantime, the ACTG team has been kind enough to send the current draft of their protocol for us to start 
from. They have noted to me that they have removed some agent specific information for confidentiality 
purposes, but all else should be ready for this group to review and start thinking and commenting on. 
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Thanks, 


Stacey 


b6 ‘US (Chicago) 
Dial by vour Jocation.. 
‘US (Chicago) 
‘US (New York) 


'US (Germantown) 
iUS (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 


‘US (Houston) 
Meeting ID Beat 
Passwords SG. 3 oto 8 dt hl 
Find your local number:: b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/16/2020 8:33:35 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
[EYDIBORT 2350DLT)/cn=Recipients/cn= 890082c7c1e34902b01535320cd16650-j -jscurrier.m]; Eric Hughes 
b6 i tavange, Lisa Mi ae: b6~— ; Sandeep Menon 
rn — 4 Proschan, cas TATE TT Yo ExchangeLabs/ou= eee 


lacie eie sea incaimrnienetanee miateinesy 


Read, Sarah (NIH/NIAID) [E] biseexcnancelabelousex tances Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price. 


a ee ee ee ere ent ee reel | 


_b6 jJavan, Arzhang INGEN {Ey [/o=ExchangeLabs/ou= Exchange A Adminitrative Group 


[/o= Sane. Exianbe Adiministiative 1] |, | «rr 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co]; b6 i 


cc: Demarcus :  _—siAb ee ‘Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou= Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO4fef6f1e46fSb750753cd5a14193- tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 


Attachments: a5401-d02-051620_hold.docx 


Dear ACTIV-2 Master Protocol Writing Team, 


Thank you all for being willing to get together so quickly. I look forward to the ACTIV and the ACTG teams 
working together to make this protocol great and get it going quickly. 


We will work to get a full list of participants and their roles together for this meeting to distribute. In the 
meantime, the ACTG team has been kind enough to send the current draft of their protocol for us to start 
from. They have noted to me that they have removed some agent specific information for confidentiality 
purposes, but all else should be ready for this group to review and start thinking and commenting on. 


Thanks, 


Stacey 


Stacey J. Adam, PhD 
Dhrector, Cancer 
Research Partnershi BS, 


APAR0000005393-2443715 


Meeting ID:f be 
Password: __b6 


b6 ius (Chicago) 
(US (New York) 


DY ls ena 
‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 


hele (Tacoma) 
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From: 


Sent: 
To: 


cc: 


Subject: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

5/16/2020 8:37:37 PM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ed 1 dia Mage iene ieee earn earn DECLAROR. fd]; Mark Eisner 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Eichaneé Administrative sete 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

JEIOIBORE Ze SV OLUIENS Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 


b6 i Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
TARIROHEDS DI a a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= eek ee Exchange Administrative Group 


i... 
Pr 
H 
H 


ronan hare aces Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= 1 eel iteaasseeie oneaingunnea es tacees Ulan ehiggs]; =. Timothy 


Mary Biggs! 
Tountas, Karen (FNIH) [T] [/o= cae Exchange Administrative Soup 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafeO6ebd70-parkeras]; Butcher, Tina 


ae be i | Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reciplents/en= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Note about ACTIV TX-Clinical Master Protocol Subgroup Meeting #19 


Dear ACTIV TX-Clinical Master Protocol Subgroup, 


Similarly to my last note, many of you will see this meeting disappear from your calendar as well. We will be 
repurposing this for another discussion with the SARS-CoV-2 neutralizing mAbs subteam. 


APARO000005392 


Thank you for your understanding and we look forward to updating you all on our progress on Thursday and Friday. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Dhrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: {_b6 | Mobile:! b6 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


SEER Rs Beecher. fet acstsaasetncstcanscatetote 


Donate to the FNIH’s Pandemic Response Fund ic combat COVID-19: fnih.ore/pandemie 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/16/2020 8:42:31 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
feral rnc cele Administrative Group 


‘Group (EYDIBOHF23SPDLT)/en= Sie eR ae PP PL Ne ee aN -ehiggs]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf488 79f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

LFYOIBOHF23SPDLT)/cn=Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 


cc: Demarcusi = b6 4 Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 


Subject: 

Location: 

Start: 5/20/2020 5:00:00 PM 
End: 5/20/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 


Dear ACTIV TX-Clinical Master Protocol mAbs Steering Committee, 


As noted in our meeting today, this will be the call for us to review the Synopsis of the SARS-CoV-2 
neutralizing mAb outpatient master protocol. 


Thanks, 
Stacey 


J oin Zoom Meeting 


ee | 
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b6 ‘US (Germantown) 
‘US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 


‘US (New York) 
‘US (Tacoma) 
‘US (Houston) 


: ‘US (San Jose) 
; ‘US (San Jose) 


[ne Eee eene Soerretoceth coon 


es setnis iia nmemhmbelmrmamneynieeacaumsisimsmieneencnsspanaicemcmsnbanmsacacanul 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/16/2020 9:58:35 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

PSDB Zee DE /ci- Re nde an DECLAROR. fd]; Mark Eisner 

|; pa Gottesdiener | 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou= Exchange Administrative rate 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Oe een 527b160038004a199ae6e0bac2226099- peadsal Amanda Peppercorn 


‘(EYDIBOHF23SPDLT)/cn= Recoienis/en= a583eced842c4db18bb6fcd3820bee?1- sliced: fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o= aie ada Exchange Administrative Group 


(DIBORS eoL ae Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPOLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Burgess, Timothy 


nen. eee $Beumont-Mauviel, Maria [JRDUS]; b6__y Peeters, Monika [JRDBE] 
i b6 ; | Wooafall, Brian [JRDUS] i CG as ei fan iVan Heeswijk, Rolf [JRDBE] 
cc: CL aa” Sema Demarcus[b6 Macone, Erin} bE 


Tountas, Karen (FNIH) [T] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
_(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Butcher, Tina 
i i; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
“(EYDIBOHF23SPDIT)/cn= Récipients/en= cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 
Subject: Follow-up to ACTIV TX-Clinical Master Protocol Subgroup Meeting #17 
Attachments: ACTIV_Therapeutics-Clinical_ MP Sub-Group Meeting 15May2020_Key Takeaways.pdf 


Dear ACTIV TX-Clinical Master Protocol Subgroup, 


Please find attached the action items and summary notes for yesterday’s meeting. Please let us know if you have any 
additions or amendments. 
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Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 
Foundation for the National Institutes of Health 
Direct: 
11400 Rockville f 


Donate to the PNIN’s Pandernic Response Fund to combat COVID-19: {nib ore/pandemic 
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Sent: 5/16/2020 11:58:56 PM 


To: Marks, Peter! sd b6.—————__; Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; 
Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

CC: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 

Subject: RE: ChAdOx1 


Subject: RE: Chadoxt 


Dear Tony, 
Will certainly include you next week on this call. 


Best Regards, 
Peter 


From: Fauci, prieiony (MENIAIE) D) Ed b6 i 


=! Mascola, John R il b6 »; Collins, Francis S (NIH) 


(NIH) ; b6 
Subject? RE CHAdOXxT 


pocaseasnebeneones 


| would also like to be on that call with the: 


Anthony S. Fauci, MD 

Director 

National institute of Alergy and Infectious Diseases 
Building 31, Room 7A-03 

31 Center Drive, MSC 25206 

National institutes of Health 
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Bethesda, MD 20892-2520 


Phone:! |: 
FAX: (304) 496-4409 bas ede 
E-mail: b6 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. 
should not be used by anyone who is not the original intended recipient. H you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National institute of 
Allergy and Infectious Diseases (NIAID) shall not accept liability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


Lawrence (NIH/OD) [E] | 
Subject: RE: ChAdOx1 ~ 


Dear John, 


may be needed, and | wonder if Francis would like to join? 


Best Regards, 
Peter 


Subjeé 3 REY CHAGOXT 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


One issues is that} 
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Subject: RE: ChadOx1 


Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


“ithat will have to be addressed, but these do not appear to be showstoppers. Happy to discuss 


further. 


Best Regards, 
Peter 


Ce: Fauci, Anthony S (NIH) ie @niaid.nih.gov>; Wholley, David N (NIH) <dwholley@fnih.cre>; Tabak, Lawrence A 
(NIH) <fawrence.tabak@nih.gov>; Parker, Ashley S (NIH) <ashley.parker@inih. gov> 
Subject: ChAdOx1 


Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 
Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 
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Thanks, Francis 
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Sent: 5/17/2020 1:30:43 PM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 
cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

[DIO RE22SPDLIeN= Recipients/cn= Ll a RN AL 


BCC: 


‘Corey, Larry i 6 i Davis, Mark { 


tte tse em emememem memes: aad 


(FYDIBOHF23SPDLT)/cn= Recipicnis/enetile iobra47s94 7a a46cee902 7165: -lowyd]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
es Recipients/cn= b2e527dbda2b4a86b8d72f06b813d471-MarksP. pele Mascola, John 


‘Administrative Group (FYDIBOHF23SPDLT)/cn= Fac plent/encbd (feedheabelasor4ysecesetaonece: NARS]; Offit, 
Paul [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9cc56fdbe4598a57b423d484dcf9f-offit.email]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e1 8ef4cc6952f65f80-santosmr]; Santos, Nancy 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= Recipients/cn=f34e73d1185b4c5383df3b73c87aa455-Nancy.santo]; Schuitemaker, 


Hanneke b6 * Tartaglia, Jim £ b6 ! Tolman, Brett [btolman@deloitte.com]; 


Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(YDIBOHE ZS pe liicns sd aad eee hae HAL ASSESS adamsj4]; Bascles, Lionel 


; } Dickens, Jim INIGINCATS) [C] 


FDBOHE PDL Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

EIDIBO INE 2220 EOC RGei Dic isc 0308 Toe Tae tae eae 2 enebe ele -gottec|, Heaton, Penny 


7 b6 p Kurilla, Mike C b6 ; Nayak, Seema (NIH/NIAID) [E] 


pIROHED Sebi Tae Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 30662244466 140faa95aaaafeO6ebd70- parkeras]; Payton, Manzine 


b6 |} Resnansky, Laura: b6 ; Srinivasan, Badhri 


GORE oon ae ee Tountas, Karen (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT}/cn= Recipients/cn=40c04fef6fLe46f5b750753cd5a14f93- -tountaskh]; Vincent, Mike 


b6 F Wachtel, Jonathan [jwachtel@deloitte.com]; Woodcock, Janet (FDA/CDER) 


{/ocexchangeLabs/ouctxchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Adams, Peter 
{OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

IYDIBOHFZaSPDLT}/en-Rec pletits/eh= aa etch ac ceric Peter. nena Alvarez, Rosa 


i/o=Exchanselabs/oucExcharize Adininistrative Coie 
(FYDIBOHF23SPDLT)/cn= IS Ge gr ae ec eR ac egal Carter, Kara 


bé 


fa b6 ! Butterton, Joani_ “eepenrane D8 aa i curriée Judy 


eee a ___b6 a {Be Claro, R. Angelo (FDA/CDER); b6 : gsi ee 


i Proschan, Mich; 


meme eee Renney 


Santos, Michael (FNIH) [T]: 


Subject: “ACTIV Comprehensive News Gin.” 
Attachments: ACTIV_NewsClips_ 4.18.2020.docx 


Dear ACTIV Working Group Members, 
Please see the comprehensive news clips on ACTIV provided by the NIH Office of Communications and Public Liaison. 


Comprehensive News Clips of the ACTIV Public-Private Partnership 


NIH Launches Effort To Speed Uo Development Of COVID-19 Treatments 


NPR 
April 17, 2020 
By Mary Louise Kelly 


Heard on Al Things Considered 


in an bid to help speed up the development of potential treatment options and a vaccine for COVID-19, the National 
institutes of Health on Friday announced 2 new fublic-onvate research parinershun. 

The new initiative will be spearheaded by the NIH but also include the Food and Drug Administration, other parts of the 
federal government and a list of 16 companies that includes some of the biggest players in the pharmaceutical industry. 
Among the companies participating in the effort are Pfizer, Johnson & Johnson and Merck. 
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"We need to have all hands on deck from every sector to speed up the process of identifying those treatments that are 
going to work and to get the vaccines also developed, tested, to make sure they're safe and effective in the maximum 
possible speed," said Dr. Francis Collins, director of the NIH, in an interview with NPR's Ail Things Considered. 


The announcement comes after President Trump and public health officials on Thursday unveiled new guidelines for 
glaies to bein reopening the country. Health experts say that in order to safely do that, there needs to be more testing, 
contact tracing and better drugs to treat COVID-19. Ultimately, for things to truly return to normal, an effective vaccine is 
needed. 


Collins said there are already two vaccines in phase one trials, and behind that, a series of more than 40 other vaccines 
being developed as well. But he cautioned that the public should expect failures along the way. 


"Somewhere in there may be a winner, even if most of them are losers," he said. 


Collins also provided an update on testing of antiviral drug, remdesivir, and shared his thoughts on Dr. Anthony Fauci, the 
high-profile director of the National Institute of Allergy and Infectious Diseases. 


Here are excerpts from the conversation. 


There’s a lot of buzz about an antiviral called remdesivir. 

Remdesivir is certainly, | think, at the top of most people's hopeful list, but not yet proven. Just to report, yesterday 
although not yet peer reviewed, that in. a monkey model if lomkecl as Hf this did provide bene? for COVID-19. ... We're 
running a human trial with now 800 participants enrolled more quickly than expected. We will know, | think, in the next two 
to four weeks whether it worked or not. 


[A] question about one of the most prominent faces of U.S. anti-virus efforts, Dr. Anthony Fauci... Have you 
come under any pressure to fire him? 

Absolutely not. He is a wonderful public servant, an amazingly smart infectious disease expert. He and | have a nightly 
phone call every evening to catch up on what's happened with his life down at the White House and mine trying to 
rnanage the NIH. He’s the best ally | could ever have. 


Listen to the full interview on All Things Considered at the audio link above. 


Brug industry Coordinates Covid-19 Response With NIH 


Bloomberg Law 
April 17, 2020 
By Jeannie Baumann 


e AbbVie, Eli Lilly, Merck among more than dozen drug companies involved 
e Aims to coordinate biomedical research response globally 


More than a dozen drug companies including Pfizer Inc., Johnson & Johnson, and Sanofi are coordinating their Covid-18 
efforts with the NIH to push out new treatments and vaccines. 

The public-private partnership plans to develop an international framework for prioritizing vaccine and drug candidates, 
streamlining clinical trials, coordinating requiatory processes across different countries, and using assets available among 
all collaborators to respond rapidly fo both the current and future pandemics. The National Institutes of Health announced 
the Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership Friday. 


More than 300 clinical trials on Covid-19 are underway, and that number increases almost daily, a spokesperson for the 
Pharmaceutical Research and Manufacturers of America told Bloomberg Law earlier this week. But more than 90% of 
drug candidates fail in the clinical tral stage, and there are concerns about manufacturers’ ability fo soaie up production to 
treat a worldwide pandemic once a vaccine or therapeutic becomes available. 


NIH Director Francis S. Collins said the partnership aims to break down traditional boundaries in the biomedical research 
ecosystem to identify and prioritize the most promising therapies for clinical trials. 


“Because we all know this particular virus is going to be with us for some time, the best hope we have as we think to limit 


the number of ill people and deaths from this disease is to develop and test rigorously therapeutic interventions that may 
save lives,” Collins said Friday at a press briefing. 
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Clinical Trials 


There are already about 100 ideas that have been put forward for clinical therapeutics, Collins said. He said that by June 
or July he expects to have same data showing which of the promising compounds to treat Covid-19 are working and 
should be prioritized in drug development. 


There are also more than 40 vaccine candidates that are now in clinical triais, Collins said. 


Esther Krofah, executive director af FasterCures, said Friday at a separate policy event hosted by the Commonwealth 
Fund that there are about &6 active vaccine projects and that she expects fwo dozen more to enter clinical trials by the 


pacientes Eee wn 5 


development of potential Covid-19 medicines and vaccines. 


The Food and Drug Administration has been “very open to creative ideas,” about rapidly moving forward with a vaccine 
once it's proven safe and effective, Collins said. 


Flexibility in how scientists set up their clinical trials and using real-world evidence can help speed up the process, Peter 
Marks, director of the FDA's Center for Biologics Evaluation and Research, said at the Commonwealth Fund event. 


“We can’t dismiss out of hand any potential useful design here—real-world evidence base, traditional base, or otherwise,” 
Marks said. 


Marks didn’t rule out the possibility of issuing an emergency authorization for a vaccine, but he said it would depend on 
the evidence and if the virus is stil circulating at that point. 
Collaboration Needed 


The NIH is leading the partnership with the nonprofit Foundation for the NIH, the Health and Human Services Office of the 
Assistant Secretary for Preparedness and Response, the Centers for Disease Control and Prevention, the FDA, and the 
European Medicines Agency. 


The chief scientific officers of Pfizer and Johnson & Johnson both said in statements that ending the pandemic is beyond 
the ability of any single entity. 


“COVID-19 is the most significant global health challenge of our lifetime, and it will take all of us working together as a 
global community to put an end to this pandemic,” Paul Stoffels, chief scientific officer at Johnson & Johnson, said. 


Other cornpanies involved in the effort are AbbVie Inc., Amgen inc., AstraZeneca pic, Bristol Myers Squibb, Evotec, 
GlaxoSmithKline pic, KSQ Therapeutics Inc., Ell Lilly and Co., Merck & Go. Inc., Roche Holding AG, Takeda 
Pharmaceutical Co. Ltd., and Vir Biotechnology. 


Gilead, whose antiviral product remdesivir has been described as the most advanced stage of development, wasn’t 
amiong the companies listed in the NIH announcement. 


Future implications 


The work of the partnership could boost the ability of drug companies and the NIH to respond to future pandemics, Collins 
said. 


ACTIV’s work could serve as a roadmap for public-private partnerships to identify and prioritize experimental compounds 
and to develop more creative approaches to creating new tools and standards for evaluating medical products. 


“| don't think anybody involved in this standing back and looking at it would say this is really just a one-shot deal, even 
though we're focused on it right now for the urgency of the moment,” Collins said. 


—-With assistance from Jacquie Lee 


To lame testing chaos, NIM and firms ioin forces to streamline coronavirus vaccine and drug eMerts 


Science 
April 17, 2020 
By Jocelyn Kaiser 
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More than 100 treatments and vaccines are in development to stem the COVID-19 pandemic, and some onlookers have 
worried that this sprawling and potentially duplicative effort is wasting time and resourses. Hoping to bring order to the 
chaos, the National Institutes of Health (NIH) and major drug companies today announced a plan to stage carefully 
designed clinical trials of the drugs and vaccines they have decided are the highest priorities for testing and development. 


The public-private partnership involves NIH, other ULS. government agencies, 16 pharma companies and biotechs, and 
the nonprofit Foundation for the National Institutes of Health (FNIH). It aims to develop “an international strategy” for 
COVID-19 research, a press release states. However, NIH Director Francis Collins told reporters during a press call today 
that, “itis primarily a U.S. focused effort.” 


The initiative, called Accelerating COVID-19 Therapeutic interventions and Vaccines (ACTIV), aims fo make efficient use 
of NIH funding and its clinical trial networks by working with companies to evaluate data on early candidates, selecting 
those that have the most promise and are not already part of rigorous human tests. 


NIH is stepping in partly because of concerns that some potential treatments, such as hydroxychloroquine/chlioroquine, 
are being touted by some researchers as effective based on poorly designed trials. “We need the best research 
standards,” says former NIH director and Sanofi executive Elias Zerhouni, who sits on FNIH’s board. “To me, the whole 
effort is to create a synergy between ail of the players.” 


Callins said NIH began discussions with companies just 1 month ago, and plans gelled at a 3 April meeting. There was 
“unanimous agreement that the time has come to put aside any of the obstacles ... [tol such a public-private partnership 
and bring all the full resources and ideas together in a variety of ways that neither sector could do alone,” Collins said. 


Joining forces 


ACTIV is partly modeled on a long-establisned FNIH-organized program called the Accelerating Medicines Partnership, in 
which companies join forces with NIH to generate shared data, such as biomarkers in Alzheimer’s disease. Its goals 
include giving companies access to animal models and drug screening programs in high-security biosafety labs, as well 
as developing a “master protoco? and setting clinical standards for assessing a druq’s efficacy that would be shared 
across trials. Companies will also share data on immune responses to candidate vaccines. Although focused on the 
United States, NIH says ACTIV is also working with the European Medicines Agency. 


NIH is assembling working groups of scientists who will inventory drugs and vaccines at different stages of development, 
and then decide which are most promising for future testing and not already in well-designed studies. In making that list, 
the experts will also consider which untested cormpounds can most quickly move into human trials, and which could be 
manufactured in large quantities. The top-rated compounds will get priority for the $1.8 billion Congress gave NIH for 
COVID-19 research as part of pandemic recovery bills, and preferred access to NIH's dozen or more clinical trial 
networks, 


CGallins noted that once ACTIV has started coordinating clinical trials, it might become easier fo rapidly start, end, or 
redesign trials to focus on the most promising candidates. As an example, he noted that NIH easily recruited 800 patients, 
300 more than needed, to test the drug remdesivir (results are expected soon). If an additional candidate compound was 
available, he noted, NIH could have offered those 300 patients the option of becoming involved in a different trial instead. 


NIH and its partners say they have put off, for now, deciding how to answer potentially thorny questions about intellectual 
property (P} ownership and the pricing of any new treatments developed under the partnership. That's a reasonable 
strategy given the urgency, says science policy specialist Robert Cook-Deegan of Arizona State University, Ternpe. “H's 
pretty clear that they're aware the iP could get cormnplicated,” he says. And he doubts that pricing issues “will play out the 
way it usually does, with companies pricing to maximize and government passively going along,” If only because there is 
likely to be intense public scrutiny of the effort. 


Collins pointed out that companies are unlikely to be motivated by profits after seeing their own clinical trial efforts shut 
down by COVID-19. Executives are “desperate” to get their businesses running again and “therefore willing to do 
whatever if takes both ailtruistically and practically,” he predicted. 


Growing efforts to coordinate 


The NIH project joins numerous other COVID-19 research coordination efforts around the world. in the United Kingdom, 
for example, a trial testing several drugs called RECOVERY is being ied by the University of Oxford and tapping nearly 
1000 patients at 132 hospitals run by the country’s National Health Service. Although the U.S. effort has been slower than 
some others to get started, “no doubt when the NIH gets going, it willbe a ... very efficient study,” says Mene Pangalos, 
executive vice president of bioPharmaceuticais R&D at AstraZeneca. “Hopefully, they won't do the same moiecules they 
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are doing in the U.K., and between us all, we'll learn faster.” NIH says its working groups include representatives from 
efforts such as RECOVERY to avoid such duplication. 


One global health leader is noticeably absent from the list of ACTIV's partners: the World Health Organization (WHO). It, 
too, has been coordinating COVIB-19 research, organizing a set of global drug trials called SOLIDARITY. 


WHO chief scientist Soumya Swaminathan said her agency welcomes the NIH effort. But for vaccines, she contends that 
WHO is well-positioned to coordinate the field with an expert group that’s now being formed. “The best and most efficient 
way would be to consider one large global study which would look at different vaccine candidates,” she says. 


Gollins says NIH is keeping tabs on WHO's efforts as it makes its own pian. And infectious disease expert Daniel Bausch 
of the London School of Hygiene & Tropical Medicine says WHO does not have the capacity to launch the effort NIH has 
in mind. “it will be important, however, to have NIH and WHO coordination, especially to ensure equitable participation in 
the conduct of the tials and access to the products that they might produce,” Bausch says. 


Richard Danzig, former secretary of the U.S. Navy who is heavily involved in international vaccine planning, says that 
while “the NIH effort is commendabie,” it doesn’t directly take on another challenge once a vaccine has been developed: 
how to make enough to vaccinate the world’s population. “We need aise,” Danzig says, “to prepare global manufacturing 
for vaccine production.” 


With reporting by Jon Cohen and David Malakoff. 


U.S... European health auencies to partner druamakers in cerenavirus fight 


Reuters 
April 17, 2020 
By Saumya Sibi Joseph 


U.S. health agencies, the European drug regulator and 16 top drugmakers will collaborate on vaccine and drug 
development efforts to fight the coronavirus pandemic, the U.S. National Institutes of Health said on Friday. 


The partnership, known as the Accelerating COVID-19 Therapeutic Interventions and Vaccines (ACTIV), will focus on 
coordinating regulatory decisions and provide funding to move promising therapies into human trials. 


"We need to bring the full power of the biomedical research enterprise to bear on this crisis," NIH Director Dr. Francis 
Collins said in a statement bit.ly/34HYTTk. 


The participants include the U.S. Food and Drug Administration, the European Medicines Agency and drugmakers Pfizer 
Inc, Johnson & Johnson and GlaxoSmithKline Plc. 


There are currently no approved treatments or vaccines for the coronavirus, which has infected 2.14 million globally, 
according to a Reuters tally. 


There are over 100 potential vaccine and therapeutic candidates for COVID-19, the respiratory illness caused by the 
novel coronavirus, and the partnership aims to help prioritize development and connect clinical trial networks to test new 
and repurposed candidates quickly and efficiently. 


Agar announces new effort to streamline COVID-19 research 
NBC News 

April 17, 2020 

By Sara G. Miller 


The National Institutes of Health is launching a public-private partnership aimed at developing a national strategy to 
coordinate COVID-19 drug and vaccine research. 


Research for coronavirus therapies and vaccines across the country has been scattered and disconnected, in a number of 
unrelated clinical trials. The new initiative, called "Accelerating COVID-19 Therapeutic Interventions and Vaccines," or 
ACTIV, aims to coordinate and streamline these efforts. 


“The ACTIV partnership will bring new levels of coordination and speed to public and private work on therapies and 
vaccines for COVID-19," HHS Sec. Alex Azar said in a statement Friday. "By bringing together 16 pharmaceutical 
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companies and five government agencies here and abroad, the ACTIV partnership will accelerate the amazing work being 
done every day by scientists and innovators inside and outside of government." 


The government agencies include HHS’s Biomedical Advanced Research and Development Authority, the Centers for 
Disease Control and Prevention, the Food and Drug Administration, and abroad, the European Medicines Agency. 


NIH partners with 16 drug companies in hopes of accelerating Covid-18 treatments and vaccines 


STAT 
April 17, 2020 
By Lev Facher 


The National Institutes of Health on Friday announced it would launch a sweeping public-private partnership between 
federal researchers and 16 pharmaceutical companies, aimed at coordinating and accelerating the development of Covid- 
19 treatments and vaccines. 


The partnership, to be known as Accelerating Covid-19 Therapeutic Interventions and Vaccines, or ACTIV, is meant to 
standardize research between the federally funded researchers and a broad array of drug companies, and prioritize 
research into drugs and vaccines that are having high near-term potential. 


“Now is the time to come together with unassailable objectivity to swiftly advance the development of the most promising 
vaccine and therapeutic candidates that can help end the COVID-19 global pandemic,” Francis Collins, the NIH director, 
said in a statement. 


The new collaboration will focus on standardizing the methods and models that researchers are using to test promising 
Covid-19 compounds. It will also provide researchers access to high-level laboratory facilities and standardize endpoints 
to ensure different companies and researchers are judging potential medicines by the same criteria. Finally, it would 
establish one joint control arm to be shared among all clinical trials, the NIH said in a press release. 


The partnership will establish a system to precisely coordinate clinical trials to make sure all trials have adequate capacity 
and can tailor their populations to “different populations and disease stages.” 


It will also create a steering committee to effectively determine which drugs should be prioritized for further research and 
which drugs should be deprioritized — effectively, to cull the group of over 100 potential treatments and vaccines, keeping 
only the most promising. 


The announcement comes as drug companies and government researchers around the world scramble to develop cures 
and vaccines to fight the Covid-19 pandemic, which has killed roughly 145,000 people worldwide and 33,000 in the U.S. 
alone. 


NIH, the federal government's roughly $39 biomedical research agency, has already played a prominent role. Tony Fauci, 
who leads the National Institute of Allergy and Infectious Diseases — an institute within NIH — has emerged as a key 
adviser within the Trump administration's coronavirus response. 


The National Heart, Lung, and Blood Institute, another institute within NIH, last week launched research projects 
measuring the efficacy of hydroxychloroquine, the antimalarial drug that President Trump has touted as a promising 
coronavirus treatment. Last week, NIAID and a trio of other institutes announced a separate study aimed at measuring the 
true rate of coronavirus infection in the U.S. by measuring the number of adults who have coronavirus antibodies but have 
not displayed symptoms. 


Trump made his first visit to the NIH’s campus last month. 


HHS launches public-private partnership to develop vaccines, therapies to treat coronavirus 


FOX News 
April 17, 2020 
By Brooke Singman 


The Department of Health and Human Services on Friday announced plans to launch a new public-private partnership to 
develop a national strategy to create vaccines and therapies to treat the novel coronavirus. 
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On Friday, the National Institutes of Health and the Foundation for NIH announced the Accelerating COVID-19 
Therapeutic Interventions and Vaccines (ACTIV) partnership. 


More than a dozen biopharmaceutical companies, HHS’s Biomedical Advanced Research and Development Authority, the 
Centers for Disease Control and Prevention (CDC), the Food and Drug Administration and the European Medicines 
Agency will partner to develop a strategy for a coordinated research response to the COVID-19 pandemic. 


“The ACTIVE partnership will bring new levels of coordination and speed to public and private work on therapies and 
vaccines for COVID-19—work that NIH, HHS, and the Trump administration began literally days after the coronavirus 
threat was identified in China in January,” HHS Secretary Alex Azar said in a statement Friday. 


“To save lives and bring life back to normal in the United States and around the world, we need COVID-19 vaccines and 
therapies on the market as soon as possible,” he continued, adding that the ACTIV partnership “will accelerate the 
amazing work being done every day by scientists and innovators inside and outside of government.” 


He added that the National Institute of Health has “an extensive track record of coordinating these development efforts for 
new biological threats, and they are well-suited to lead this part of the whole-of-government, whole-of-America response 
President Trump has marshaled to defeat COVID-19.” 


The announcement of the public-private partnership comes after President Trump unveiled a set of guidelines titled 
"Opening up America Again" and declared that the U.S. was moving on to its next stage in the fight against the 
coronavirus. 

Trump announced a bipartisan council of lawmakers dedicated to restarting the economy, 

The Trump administration's guidelines outline what individuals, businesses, health care workers and more should do over 
three phases in reopening the economy, with states only making it to the first phase if they see a decrease in the number 
of cases within their borders over 14 days. 

The guidelines, which pass the decision on when to move to each phase to governors and local officials, are a reversal for 
Trump on comments made earlier this week that indicated he wanted to be the one deciding when the stay-at-home 
orders and business closures would lift. 


New York Gov. Andrew Cuomo said this week, though, that the crisis will not be over until there is a vaccine, which 
officials say could take 12 to 18 months to happen. 


"That's when it's over," he said. 


Chaotic search for coronavirus treatments undermines efforts, experts say 


Federal officials say they are devising plans for a wide-ranging partnership to organize research 


Washington Post 
April 15, 2020 
By Carolyn Johnson 


In a desperate bid to find treatments for people sickened by the coronavirus, doctors and drug companies have launched 
more than 100 human experiments in the United States, investigating experimental drugs, a decades-old malaria 
medicine and cutting-edge therapies that have worked for other conditions such as HIV and rheumatoid arthritis. 


Development of effective treatments for covid-19, the disease the virus causes, would be one of the most significant 
milestones in returning the United States to normalcy. But the massive effort is disorganized and scattershot, harming its 
prospects for success, according to multiple researchers and health experts. Researchers working around-the-clock 
describe a lack of a centralized national strategy, overlapping efforts, an array of small-scale trials that will not lead to 
definitive answers and no standards for how to prioritize efforts, what data to collect or how to share it to get to answers 
faster. 


“It's a cacophony — it’s not an orchestra. There’s no conductor,” said Derek Angus, chair of the department of critical care 


medicine at University of Pittsburgh School of Medicine, who is leading a covid-19 trial that will test multiple therapies. “My 
heart aches over the complete chaos in the response.” 
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The global biomedical research establishment could be one of most powerful assets in the campaign against the new 
virus, with experts all over the world — and especially the scientific and medical powerhouse of the United States — in 
rare alignment in their focus on a single enemy. Some large trials designed to be definitive have launched. But with more 
than 500 human clinical trials worldwide, the lack of coordination puts the world at risk of ending up with a raft of 
inconclusive and conflicting studies and little idea of what interventions work for the next wave of illness. 


Francis Collins, director of the National Institutes of Health, the nation’s largest biomedical research agency, 
acknowledged researchers’ frustrations but said in an interview Wednesday he has been working behind the scenes to 
launch an unprecedented public-private partnership to address the problems. He said the framework involves top 
pharmaceutical companies such as Pfizer and Johnson & Johnson, domestic and international government agencies 
including the European Medicines Agency, and academic research centers. 


Collins said the month-long discussions have been kept under wraps to ensure buy-in for an approach likely to require 
sacrifices of personal recognition, scientific credit and profit — a centralized decision, for example, not to proceed with 
tests of one company’s drug in order to move faster on a competitor's. 


“| think we have the necessary clout to steer this whole complicated ecosystem,” he said. “When you look at some of the 

things that are happening sporadically, we may be unlikely to learn what we need to from such disconnected, small trials. 
The whole point is to replace that with a coherent, evidence-based approach. ... | want to know what works, and | want to 
have it answered by June or July.” 


Agency officials said further details would be released in coming days. 


Anthony S. Fauci, director of the National Institute of Allergy and Infectious Diseases (NIAID), said in an email Tuesday 
that the partnership led by Collins is the “functional equivalent of a National Strategy.” 


While Collins was working on developing that strategy, hospitals, drug companies, government labs and individual doctors 
were flooding the system with proposals for drugs and other interventions to test against the virus — an outpouring that 
reveals how siloed and fragmented the research enterprise remains. For example, there are more than two dozen 
separate U.S. trials listed for the anti-malarial drug hydroxychloroquine, all with different designs. Some use the drug as a 
preventive, others as a treatment. Some use it alone, some with other drugs or vitamins, and some have no comparison 
group to tell if the drug was responsible for the outcome. That will make it more difficult to conclude whether, or in what 
circumstances, the drug may work. 


Collins said a working group is addressing this problem by sifting through about 100 possible covid-19 treatments to 
decide which are the six to eight most promising drugs to move forward in large-scale trials. Those will be deployed in 
large clinical trial networks. 


The new federal effort is motivated in part by what happened in China. Clifford Lane, deputy director for clinical research 
and special projects at NIAID, traveled to the origin of the outbreak in February as part of an international delegation to 
help the world learn from the Chinese experience. He was troubled by the lack of a strategic plan to prioritize and fast- 
track the most promising treatments, leading to a mosaic of inconclusive findings. 


“We do have to have a bigger strategy than every university, every institute and — to be blunt — every country” working 
on their own research efforts, Lane said in an interview. 


At the heart of the problem is the basic question of whether a drug really works. Typically, drugs and medical interventions 
are first tested in small clinical trials that establish safety before the most promising ones are funneled into bigger trials, in 
an iterative and years-long process. These trials, which typically randomly assign patients to receive either a drug or a 
placebo, prove that medicines, vaccines and medical procedures are effective and safe. But with the urgency of the 
coronavirus threat, timelines have been squeezed, doctors are doing uncontrolled experiments as they administer regular 
care, and the typical model for research is too slow. 


Prioritizing research 

David Boulware, an infectious-disease physician and scientist at the University of Minnesota, has gotten at least 50 emails 
from companies and researchers with treatments they want to test. The urgency to find something — anything — for 
patients who have nothing other than supportive care has led researchers to pull everything off the shelf: a mix of existing 
drugs that show promise, stem cell treatments and brand new compounds designed specifically against covid-19. 


The energy is remarkable, but it needs to be channeled. Clinical trials, whether for an HIV drug or a brand new medicine, 
compete for many of the same patients. If there are too many trials at a hospital, none of them may enroll enough patients 
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to get clear results. If there are too many similar smail trials running in parallel, their results individually may be 
inconclusive and the data could have so many differences they may not be able to be pooled. 


“There's all sorts of people wanting to try anything, because people are desperate,” Boulware said. 


He and others who were unaware of Collins’s plans argue that national leadership — whether guidance on how to 
prioritize trials, a central body coordinating efforts, or a mechanism to play matchmaker among institutions working on 
similar ideas — could help channel the ubiquitous scientific desire to make a bigger, faster impact. 


Some large-scale efforts are already underway: The World Health Organization has organized a massive trial in 90 
countries of four promising therapies. The National Institutes of Health is conducting a test of the antiviral medication 
remdesivir at more than 50 institutions and last week launched a large trial for an anti-malarial medication. A $50 million 
effort at the Duke Clinical Research Institute will test hydroxychloroquine in 15,000 health-care workers and create a 
registry that can be tapped to speed up future trials, such as for a vaccine. 


“People should not be fatalistic that we’re going to have a paucity of evidence for things that provide benefit,” Collins said. 
“| hope we'll have three to four of those [treatments] by the summer.” 


But as the federal effort has proceeded largely in secret, individual institutions have scrambled to set up committees of 
experts who evaluate which trials make sense to move forward. At the University of Pennsylvania, a weeks-old committee 
gives priority scores to trials based on criteria such as whether they will compete with existing efforts and how they are to 
enroll all the patients needed to get a result. A task force at Duke University does a similar review. 


“There's a lot of stuff bubbling up. It would seem like a sensible thing to do would be to align everyone around the same 
trials, not one trial for each context and not have each institution do its own thing and at the end of the day everyone has 
done a small trial ... and we don’t know what to make of it,” said Steven Joffe, a bioethicist at the University of 
Pennsylvania. “Let’s get to an answer.” 


Many proposed trials overlap — using the same drug, such as the anti-malaria treatment hydroxychloroquine that has 
been touted by President Trump, his personal lawyer Rudolph W. Giuliani and conservative talk show host Laura 
Ingraham. 


Boulware is halfway through one such hydroxychloroquine trial, which examines whether the drug is effective at 
preventing the disease or in treating people with mild cases. People who participate will receive either the drug or a 
vitamin in the mail. 


He said he is motivated by his experience working on Ebola, when by the time a well-designed trial was up and running, 
the outbreak was dying down. He plowed ahead with his hydroxychloroquine trial weeks before he heard — last Friday — 
the National Institutes of Health had declined to fund it. He found international collaborators through chance and social 
media when some Canadian researchers emailed to ask if he would share his trial design with them. He ended up 
connecting the Canadians with each other and is now working on overcoming the complex legal requirements to share 
data. 


But now, his trial is potentially competing with a bunch of others that also test hydroxychloroquine all across the country — 
and enrollment has slowed in recent days. 


Risks of inconclusive evidence in the social media age 
Small trials and even anecdotal reports of treatments that appear to have worked on small groups of patients already are 
being shared, sowing both hope and confusion about the evidence. 


A study published Friday in the New England Journal of Medicine reported on 53 people who took remdesivir, a failed 
Ebola drug Trump has praised and many families have tried to access outside of trials. The results were impossible to 
interpret, though, since some of those patients might have gotten better on their own and there was no comparison group 
of patients who did not receive the drug. Hydroxychloroquine, the cheap and readily available anti-malarial drug, also 
already has been widely used in patients despite only suggestive evidence it might work. 


As more small-scale studies are designed, the risks of inconclusive but suggestive results multiply — and paradoxically, 
they could make it harder to conduct well-designed clinical trials that get to the bottom of whether a treatment works. Well- 
designed clinical trials require patients to be willing to be randomly assigned to receive the treatment — or a placebo. 


Emma Meagher, chief clinical research officer at the University of Pennsylvania’s Perelman School of Medicine, said her 
institution’s study of the malaria drug in severely ill patients does not have a comparison group that receives a placebo 
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because the media around the drug has made it the standard of care despite the lack of evidence. Every meeting, she 
said, begins with a discussion about how to prevent the next experimental therapy from becoming like 
hydroxychloroquine. 


In some ways, designing research studies when clinicians have an imperative to give their patients the best care possible 
is an inherently tricky situation. Outside of top-tier research hospitals, patients may not have access to trials, so clinicians 
may have little option but to give them drugs in what amounts to an uncontrolled experiment. The Infectious Diseases 
Society of America released guidelines last week recommending that clinicians should give experimental drugs only in 
trials, but safety-net and rural hospitals are less likely to have access to those. 


“Do we really want to have [some] people trying new different things and the rest of you sit and wait?” asked Benjamin 
Linas, an infectious-disease physician working on oversight of clinical trial protocols at Boston Medical Center. 


Lost time 

Many researchers have said they are hopeful a national strategy will help unify and speed up the search but lament the 
time already lost. The United States did not have a pandemic clinical trials network ready to be activated, but existing 
clinical trials networks, such as those used to test HIV treatments, are now being repurposed. Collins said he had never 
seen research move faster, but in a pandemic that can still feel slow. 


“We have imperfect networks. | mean, there are some there, but they've never been tested in this way,” said Adrian 
Hernandez, vice dean for clinical research at Duke University School of Medicine. “Having a common infrastructure that 
can do rapid-cycle trials — that would be beneficial.” 


Collins said he began partnering with private companies, research institutions and other agencies in mid-March. Had he 
started sooner, he said, the urgency of the situation might not have been clear to those groups he had to convince to work 
together. He disagrees significant time has been lost and noted the efforts were able to piggyback on an existing 
framework for pursuing drugs with industry collaboration called the Accelerating Medicines Partnership. 


Partnerships that previously took a year and a half to build were put together in a week, he said. 


“| think it is a world record for anything of this sort. It might have been difficult to get full unanimous agreement to what is 
clearly unprecedented — for a willingness to give up control,” Collins said. 


As with other areas of pandemic planning, many hope the United States will learn from this lesson, that it needs a 
preparedness plan not only for allocating essential supplies and scaling up testing but also in plotting research. 


“The problem is we need to remember to invest in preparedness, at times when we’re not affected with a pandemic or 
epidemic,” said Barbara Bierer, director of the regulatory foundations, ethics and the law program of the Harvard Clinical 
and Translational Science Center. “And it’s hard to repurpose or commit resources to something that doesn’t appear 
immediate on the horizon.” 


Thank you, 
Ashley 


Ashley Parker, Ph.D. 

Special Assistant to Acting Chief of Staff to the NIH Director 
Office of the Director | National Institutes of Health 

I: 301-594-7743 


ma Meagith 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/17/2020 6:10:12 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: ChAdOx1 

Flag: Follow up 


ete tetera 


Collins, Francis (NIH/OD) [E] (7 
Ce: Wholley, David (FNIH) (Ti i . ‘ i; Parker, 
Ashley (NIR/ODI EN Be 
Subject: RE: ae 


Dear Tony, 
Will certainly include you next week on this call. 


Best Regards, 
Peter 


Subjert RET CRAdOxt 


| would also like to be on that call with the: b4 ICEO if we could possible arrange it. 


Anthony &. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 
Building 31, Room 7A-03 

34 Center Drive, MSC 2520 

National institutes of Health 

euieede: MD 20892-2520 


The information in this e-mail and any of its atlachments is confidential and may contain sensitive information. it 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shall net accept Hability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by ones of Its representatives. 
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may be needed, and | wonder if Francis would like to join? 


Best Regards, 


Peter 
From: Mascola, John (NIH/VRC) [E] BS 
Sent: Thursday, May 14, 2020 9:03 AM 
To: Marks, Peter | Foe neato bo Collins, Francis S (NIH) ens -” Se Lane, Henry C (NIH) 
a Tas igeuaemeseccancce cae 
Ce Fauci, Anthony $ (NIH); piyon ay 1 ase eel bé6 5 Wholley, David N (NIH) ee: ee ; Tabak, Lawrence A 
(NIH be pe chi) “ (NIH) hie oe Sea 


Subject: RE: ChAdOx1 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


nel issues is that | 


From: Marks, Peter 4 4 
Sent: Thursday, May 14, 2020 6: 23 AM 


Lawrente (NIH/OD) (El! 
Subject: RE: ChAdOx1 


Dear Francis, 


isuscansnsbessansmearsassanvessentanswenssstesearsmemy, 
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We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


further. 


Best Regards, 
Peter 


poieecermbevetmrinenimrmimensmemintmemimtinemdmseny 1 


From: Collins, Francis (NIH/OD) [E]: b6 


[inn eerie meen imimemimem eminem miming 


i b6 


Liste ieiesein mses niaieimsermibiarmiminsaininreimiiie 


Cc: Fauci, Anthony S (NIH): 


Subject: ChAdOx1 
Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 
Bell most effectively would be most welcome! 


agree in principle to a single DSMB? 


Thanks, Francis 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/17/2020 8:18:06 PM 

To: Judy Currier [/o= ee oe Administrative Group 


Administrative Group eVEIRONES SSDI: Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn oie 


LEYOIBOHEZ3SPOCTI7th= Recipienis/on= fi dibdedciaah dane tade ote avancccl: Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]} bo =| Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group : 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ©48148e476824ce893260acf33b0f774-kimp2] 


cc: Demarcus [ sens edna b6 | Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
aie *-seams  S aniee eee Jhoanna Roa 


Smith, David 


Subject: ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-d03-activ-051620.docx 

Location: 

Start: 5/18/2020 5:00:00 PM 

End: 5/18/2020 6:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen pan Price; 


iEron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jhoanna; 


Optional Denarcis Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka 


*** Updated with New Protocol Version*** 
Dear ACTIV-2 Master Protocol Writing Team, 


Thank you all for being willing to get together so quickly. I look forward to the ACTIV and the ACTG teams 
working together to make this protocol great and get it going quickly. 
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We will work to get a full list of participants and their roles together for this meeting to distribute. In the 
meantime, the ACTG team has been kind enough to send the current draft of their protocol for us to start 
from. They have noted to me that they have removed some agent specific information for confidentiality 
purposes, but all else should be ready for this group to review and start thinking and commenting on. 


Thanks, 


Stacey 


Meeting ID 
Password: | 


Line eee 


‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 
‘US (Houston) 


UPA UP, UV UV UP 


Meeting ID] bé 


eee eee | 


Dial by your location. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/17/2020 8:20:20 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
{EYOIBOHE23SPDLT)/en= =Recipients/cn= SB 2008 2cdc Tees oO abe ibsoa2cdtbeo0 1 -jscurrier.m]; Eric Hughes 
; LaVange, Lisa Mi b6 i; Sandeep Menon 
b © | * Proschan, Michael (NIFI/NIAID) TE] [/o= ExchangeLabs/ou=Exchange 


‘Administrative Group (EVDIBOHE23SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


| Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(EVDIBOLF23SPDLT)/en= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co];! b6 + Kim, 
Peter (NIH/NIAID) [E] Uo: sakelaraelien Exchange Administrative eae 


Eron, Joseph. J Sri 
cc: Demarcus{ PS 
Group iEVDI BOPISZEPD UT fen aRezlplcn tz en stocoa eleilanersuasorsscieaiaes: canal: Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 
Subject: NEW PROTOCOL VERSION for ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-d03-activ-051620.docx 


Dear ACTIV-2 Master Protocol Writing Team, 
Please find attached a new protocol version from the ACTG team for discussion at tomorrow’s meeting. 
Thanks, 


Stacey 


Stacey J, Adam, PRD 
Director, Cancer 
Research Partnerships 


Directs} b6 | Mobiles} b6 


APARO000005385 


‘US (Chicago) 
‘US (New York) 


iUS (Chicago) 
iUS (New York) 
‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 
‘US (Tacoma) 
_iUS eon 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/18/2020 gece AM 

To: 


Croup (FYBIBOHF23SPDLT)/cn= Hétipients/en- 12591c90404e46caba73079cf4a5e2ea- neere Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= aid0fb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 


b6 * Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
"(EVDIBOHE23SPDLT)/cnzRecipients/cn=036 113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Nie else eeialeeel hell Sal ae heel Robles sell Resnansky, Laura 


(/oz ExchangeLabs/ou= punaiee Adiainistraiive Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e4 2af1165dcad-weinmang] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ele sabe ab 7eB4cce09845 7896 bedflofal/2c87- ccolvis]; Hughes, Eric 


(OIBOHFISSPOLT)/ae Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= Recipients/en= 527b160038004a199ae6e0bac2226099- readsal; Young, John 


(NIH/NHLBI) [C] [/o= Se chaneclabdoue Exchange Adrainistrative Group 
ee Beep Inte] cn SFT BSE SeBE ean oby Serer Gele Oye sale Quadros, Nora 


(EVDIBOREDSSPDLTI/ene Raciplents/ene 8e2b174d9bf748e9aa5ed901b4c5a3d9- katara: Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6e1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
BA cule Sales el peepients/c0 306b2244466140faa9SaaaafeO6ebd70- npalhetash < Carluccio, Dana 


‘Gmae (FYDIBOHF23SPDLT)/cn= RcigTents/en= S75ctd fe 7428A1GUbscORTacsbcI#etr adie icied: Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny {7 be 5 James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst]; Li 
Rose i b6 i Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


APARO000006516 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 


(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


; ti‘ OS Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: Summary and action items - CT Capacity WG meeting #8 


Attachments: Clinical_Trial_Capacity_Working_ Group Meeting 9 Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary and action items for meeting #9 (May 15, 2026) of the full working group. The next full working 
group meeting is scheduled for Tuesday, May 19 at 9 am eastern time USA, 


Cheers! 
Karen 


Karen H. Tountas, PhD 

Scieniitic Program Manager 

Foundation for the National Institutes of Health 
| fail ore 


e Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNTH*s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C1B522-MYLESR] 

Sent: 5/18/2020 1:37:20 PM 

To: Wooldridge, Shannon (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc9 1b7c06-burdense]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcc6d6a-pollockrc] 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 
Thank you! 
From: Wooldridge, Shannon (NIH/OD) [E] i CS eae rae: i 


Sent: Monday, May 18, 2020 9:17 AM 
To: Myles, Renate (NIH/OD) [E] ¢ 
Rachel (NIH/OD) [E] {be 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


i Pollock, 


No replies from Baric, Deming, or Jansen in FC’s inbox. | just ran a search. 


From: Myles, Renate (NIH/OD) [E] ¢ b6 
Sent: Monday, May 18, 2020 9:16 AM 
To: Parker, Ashley (NIH/OD) [E] {7 be 1>; Pollock, pone [E]i b6 i>; 


Wooldridge, Shannon (NIH/OD) ae ; b6 


Subject: RE: Time sensitive: Making \ your ACTIV Participation Public” 
Importance: High 


Hi Rachel and Shannon: 


Would you check FC’s mailbox for this information ASAP? We need to launch the webpage this morning. 


Thanks, 
Renate 


To: ae. Renate (NIH/OD) ia 7 


Wooldridge, Shannon (NIH/OD) (El; 7 
Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Hi Renate, Rachel, and Shannon, 


We’ve made lots of progress! Shannon — can we see if the 3 ACTIV participants responded to Dr. Collins privately over 
the weekend? 


Thank you, 
Ashley 


APAR0000002838 


Hi Ashley and Rachel: 


Below are the three people | did not hear from. | searched my inbox. Just wanted to double check that 
they didn’t just respond to Francis. Thanks, Renate 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Sent: Thursday, May 14, 2020 11:00 AM™ 
To: Collins, Francis (NIH/OD) [E] 
Cc: Myles, Renate (NIH/OD) [E] i 


ate ee araranaranarananarananinannanary siete eres 


Wholley, David (FNIH) [T]i_—ib6 


Subject: Time sensitive: Making your ACTIV Participation Public 
Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for 
information about our efforts, including announcements, scientific papers, and new developments. 
Currently, the content is based on publicly available information, but we would like add the ACTIV 
leadership and working group members. Your representation on ACTIV demonstrates the breadth and 
depth of expertise and experience from all sectors committed to this effort.Please send your responses 
to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/18/2020 1:56:11 PM 

To: George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: FW: YOUR INPUT NEEDED: ACTIV Webpage 


We will need to add the additions below to our leadership logo slide -- FYI 


To: Myles, Renate (NIH/OD) [E] { 
Ce: Burklow, John (NIH/OD) [E] ¢...ccncnesvnnnnnnnnc 


Brodd, Lauren (NIH/OD) [ER D6 
Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


OK to add those leadership groups. 


But I’m troubled about removing Jansen — she’s the co-chair of the Vaccines WG. Let me bug her one more 
time. 


FC 


From: Myles, Renate (NIH/OD) (E]} 


Subject: YOUR INPUT NEEDED: ACTIV Webpage 
importance: High 


Hi Francis and Ashley: 
We plan to push the ACTIV website live at around 10:00 a.m. ET this morning. A few things: 


FNIH indicated that Karuna Therapeutics, RTI, and Fred Hutchinson should be listed as part of the Leadership 
Organizations, but that they defer to NIH. Please let me know if | should add these organizations to the list of Leadership 
Organizations? 


We did not hear from the below individuals, so we plan to remove them from the website until we hear from them. | 
also understand there are several more individuals joining the working groups, so we'll likely have a second round of 
addtions. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


APAR0000013133 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


b6 


[Eiga) art cae essa easctteaeaetataantasespenacanme peadmsscapeaste Speecaneos ern ecaapemaeees = 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Thanks, 
Renate 


APAR0000013133 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/18/2020 1:58:33 PM 

To: Wooldridge, Shannon (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc9 1b7c06-burdense] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 

Thanks!! 


Subject: RE: Time sensitive: Making your ACTIV Participation Public 


No replies from Baric, Deming, or Jansen in FC’s inbox. | just ran a search. 


Wesdnice Shannon iNi/O0s [E] ¢ 


anarpetent 


b6 
Subject: RE: Time sensitive: Making y your ACTIV Participation” pubnic” 
importance: High 


Hi Rachel and Shannon: 
Would you check FC’s mailbox for this information ASAP? We need to launch the webpage this morning. 


Thanks, 
Renate 


Subject: Re: Time sensitive: wauine your ACTIV Participation Public 


Hi Renate, Rachel, and Shannon, 


We’ve made lots of progress! Shannon — can we see if the 3 ACTIV participants responded to Dr. Collins privately over 
the weekend? 


Thank you, 
Ashley 


On May 17, 2020, at 11:15 PM, Myles, Renate (NIH/OD) {E]} b6 : wrote: 


Hi Ashley and Rachel: 


APARO000013132-2440847 


Below are the three people | did not hear from. | searched my inbox. Just wanted to double check that 
they didn’t just respond to Francis. Thanks, Renate 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

Ener. of North Carella, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
JU. S. Food and Drug Administration 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Subject: Time sensitive: akre your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for 
information about our efforts, including announcements, scientific papers, and new developments. 
Currently, the content is based on publicly available information, but we would like add the ACTIV 
leadership and working group members. Your representation on ACTIV demonstrates the breadth and 
depth of expertise and experience from all sectors committed to this effort.Please send your responses 
to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APARO000013132-2440847 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 
Sent: ae 2:11:04 PM 


pened inivesehi iets Dar anetisstspmvmsomoaietavwiminseemcimbes 


Group oROneSerDET en Reciofentslen= ad34123055944f97bedbef038d375cd7- Sangees Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; 

Cece etcletten nance ence net oe each uaa, eaeet heh asiley (NIN/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

EY DREGE ze Se DETicne ee 410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 


cc: Wholley, David (FNIH) [T] [/o= SchigslSBeou- Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7eBAcce oats 7asen2dter 172c87-ccolvis]; Desrosiers, Betsy 

} Jansen, Kathrin 


(EVOIBOHERSSPDLT ene Racipients/enz deasesoe 1es94dbabnads@2G727s6iemlunilal Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim @deloitte. com]; Tolman, Brett olen Oe com]; Wachtel, 


Administrative Group rie GEC TAS Recinibnts/eacaeeo4 tab2 120ddeanoc sso easasbodi: lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000017157-2441928 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5did4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{EYDIBOHF23SPDLT)/cn Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 

j Dave Frankowski BB __§ Baric, Toni C 

ie a Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Fecipiarits/che fib7b8fe4739478bb17840c56902718a-lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 


[pstratton@DELOITTE.com] 


Subject: ACTIV Preclinical working group (Tuesday meeting) 
Location: b6 

Start: 4/22/2020 2:00:00 PM 

End: 4/22/2020 3:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
_every Wednesday from 10:00 AM to 11:00 AM 


Required 
Attendees: 


Optional Wholley, David Hem [T]; Austin, Christopher ININGRTE) {E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 
(NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; 
James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi 
Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha 
(NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; 
Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; 


Stratton, Benjamin 
Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


oo 


Sect ID: | i 


b6 Us (Germantown) 
US (Chicago) 


i. ‘US (Germantown) 
‘US (Chicago) 
‘US (New York) 
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‘US (Tacoma) 
{US (Houston) 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/18/2020 2:12:39 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 

cc: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Brodd, Lauren (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm] 

Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


That’s fine too 


To: Collins, Francis (NIH/OD) (E] | 
Ce: Burklow, John (NIH/OD) [E] < 


Brodd, Lauren (NIH/OD) [E]: b6 t 


Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


| looked up both RTI and Fred Hutch and they are both non-profits, so perhaps we can just list them as non-profits. 


From: Collins, Francis (NIH/OD) [E] < ea gree 
Sent: Monday, May 18, 2020 10:07 AM aA onto cs Pa tee tna ete 
To: Myles, Renate (NIH/OD) [E]: be ; Parker, Ashley (NIH/OD) [E]: ee 6 


i } Wolinetz, Carrie (NIH/OD) (El! b6 i 


Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


| think you could expand the Non-profit category to Non-profit/Academic, and that would capture RTI and the 
Hutch. 


To: Collins, Francis (NIH/OD) Ci here eete nee eee 
Cc: Burklow, John (NIH/OD) e906 | ‘i, SS 


Brodd, Lauren (NIH/OD) [E]: a eee We 
Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


| will add them. The three categories we currently have are Government, Industry, and Non-Profit. Karuna falls under 
Industry, but what about RTI and Fred Hutchinson Cancer Center? Do we need to add an Academic category? 


APARO000002832 


Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


OK to add those leadership groups. 


But I’m troubled about removing Jansen — she’s the co-chair of the Vaccines WG. Let me bug her one more 
time. 


FC 


To: Collins, Francis (NIH/OD) [E]: 
Cc: Burklow, John (NIH/OD) [E] ¢_ 
Brodd, Lauren (NIH/OD) [E]: 6 : 
Subject: YOUR INPUT NEEDED: ACTIV Webpage 


Importance: High 


Hi Francis and Ashley: 
We plan to push the ACTIV website live at around 10:00 a.m. ET this morning. A few things: 


FNIH indicated that Karuna Therapeutics, RTI, and Fred Hutchinson should be listed as part of the Leadership 
Organizations, but that they defer to NIH. Please let me know if | should add these organizations to the list of Leadership 
Organizations? 


We did not hear from the below individuals, so we plan to remove them from the website until we hear from them. | 
also understand there are several more individuals joining the working groups, so we’ll likely have a second round of 
addtions. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


b6 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Thanks, 
Renate 


APARO000002832 
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From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/18/2020 2:21:33 PM 

To: George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


Let’s wait and follow what Renate post on the website today. | was only referring to the 3 — not everything below. 


From: George, Jill(NIH/OD)[E]Ji DGo re H 
Sent: Monday, May 18, 2020 10:17 AM Me. meses tcpte eaten: 
To: Parker, Ashley (NIH/OD) [E] | b6 


Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


Hi Ashley, 
Please confirm my thoughts in REB caps. No rush. 
Thanks! 


From: Parker, Ashley (NIH/OD) [El 
Sent: Monday, May 18, 2020 9:56 AM 
To: George, Jill (NIH/OD) [E] (7 


Subject: FW: YOUR INPUT NEEDED: ACTIV Webpage 


We will need to add the additions below to our leadership logo slide -- FYI 


aN cae aN CN ees ees Ce Nese esa 


From: Collins, Francis (NIH/OD) [E} b6 


Sent: Monday, May 18, 2020 9:54 AM 


To: Myles, Renate (NIH/OD) [E]i7777777777 b 6 ae Parker, Ashley (NIH/OD) {E];_ D6 
Cc: Burklow, John (NIH/OD) [El]. i 


4 ! Wolinetz, Carrie (NIH/OD) [E] | b6 - 


Brodd, Lauren (NIH/OD) [E] ! b6 i 


LL vss LIRSIOLIOSIONIONDSIOISOSIOIIOSIOSIOSIOSIOSSOSIOSIOSIOS IE * 


Subject: RE: YOUR INPUT NEEDED: ACTIV Webpage 


OK to add those leadership groups. 


But I’m troubled about removing Jansen — she’s the co-chair of the Vaccines WG. Let me bug her one more 
time. 


FC 


To: Collins, Francis (NIH/OD) rE 
Ce: Burklow, John (NIH/OD) [E] 4... ssnnnnnninnnnnnnnmns 
Brodd, Lauren (NIH/OD) [E] ge 
Subject: YOUR INPUT NEEDED: ACTIV Webpage 


Importance: High 


Hi Francis and Ashley: 


We plan to push the ACTIV website live at around 10:00 a.m. ET this morning. A few things: 


APARO000013131 


FNIH indicated that Karuna Therapeutics NO CHANGE, RTI NO CHANGE, and Fred Hutchinson NO CHANGE should be 
listed as part of the Leadership Organizations, but that they defer to NIH. Please let me know if | should add these 
organizations to the list of Leadership Organizations? 


We did not hear from the below individuals, so we plan to remove them from the website until we hear from them. | 
also understand there are several more individuals joining the working groups, so we'll likely have a second round of 
addtions. 


Ralph Baric, Ph.D. ARE WE ADDING A NEW CATEGORY CALLED ACADEMIC LEADERS WITH TWO LOGOS? 
William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 

Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


b6 


Damon Deming, Ph.D. NO CHANGE 
Virologist, Division of Antiviral Products, Office of New Drugs 


Kathrin Jansen, Ph.D. NO CHANGE UNLESS WE HEAR OTHERWISE 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


Beth Bell, M.D., MPH {LOGO 2 UNDER ACADEMIA LEADERS) 
Clinical Professor, Global Health 
University of Washington 


Thanks, 
Renate 


APARO000013131 


From: 


Sent: 
To: 


cc: 


Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
5/18/2020 2:26:39 PM 


b6 i Tomas Cihlar i 
ipeneeecsceneeiennentnnneninnscnninineente bananetnnene nineteen futununanananinnrunninuninunturanaranursniinuninannaturininnaniranianirinin 

AA aE IS: iBaric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 
{EYDIBOHE23SPDLT)/en-Recipients/cn-48e35ab1d3044465a7 790ee4dedshc32- rbaric.emai]; 

i CCC Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 


‘Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbhb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

TEV DIBO Hf 23 SE DED (che Recipients/cn= Basace9923ae4 Isaa3d85ac09ch/6t85- DEMINGD.fda]; 


Wee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Mercer per TE gar pee (eG mSPR/EARDAL See 


‘(FYDIBOHF23SPDLT)/cn= Rectoiantsiens 73143d1860bc42458be254ca21573b23- Snceresair Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Nancy Haigwood [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Lowy, Douglas 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o= ee arate Administrative Group 


© Kurilla, Michael (NIH/NCATS) [E] [/o= Seen ENchanwe Administrative Group 
TRpIROEES-POER GE Secipients/ene dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Wachtel, 


Jonathan [jwachtel@deloitte.com]; Prabhavathi Fernandes: bé ]; Diamond, Michael 


lessee scinas in sets nie endtsmecacahcesumaeedins mtesiaiouisincaliinensonscemememan 
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Jonson, Samantha (NIH/NCATS) [E] [/o= sigue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6- Slawevls Rodriguez, Robin D 


7 Dave Frankowski i 


[/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 5e032d0bc8554e8787e844a7773295Fe- florencewc];: __b6 


be" Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3 bf063f925ac15f02-hildsa] 

Subject: RE: ACTIV Preclinical working group (Friday meeting) 

Attachments: ACTIV PRECLINICAL_Animal Model Inventory_20200514 jpm.xisx; Therapeutic information request form-v8.docx; 


2020-05-15 Preclinical _WG_Summary_d4.docx 


{Confidential and Pre-decisional] 
Dear Preclinical working group members and invitees, 


Thank you for a very interesting meeting on Friday. Please find the attached minutes for your review. Also, | am 
attaching the current therapeutic information request and the animal model inventory. Finally | have pasted the action 
items below. 


Best regards, 
Joe 


Action Items: 


e Dr. Jay Rappaport will share a white paper to ACTIV leadership outlining the necessary responsibilities of 
an NPRC coordinating group. 

e Joe will share the newest version of the therapy request form to the WG after making the changes 
discussed. [with this email] 

e Joe will send members the most recent WG animal model inventory. [with this email] 

e Dr. Srinivas Rao will lead the WG in developing IP protection strategies by generating a first draft of the 
topics that need to be addressed. 

e Dr. Rappaport will share guidelines on how the NPRCs enable academic researchers to publish data 
derived from research that uses IP. 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 . 48 PM 


(NIH/OD) (El: Qashu, Felicia (NIH/OD) [E] 
Cc: Nancy Haigwood; Lowy, Douglas (NIH/NCI) [E]; Simon, Dina (NIH/OD) [C]; Wholley, David (FNIH) [T]; Austin, 


APARO000004857 


Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 
Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen 
(FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, 
Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, 


(NIH/OD) [E] 
Subject: ACTIV Preclinical working group (Friday meeting) 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Password:! b6 } 


Uicrctenes cree _ 


One tap mobile 


b6 ‘US (New York) 
Laeetet Ne ee! ppwpownn. {US (Chicago) 


iUS (New York) 
‘US (Chicago) 


| us 
| US 
i ‘US (Houston) 


US (San Jose) 
Meee nen (US (San Jose) 
Meeting ID: { b— ' 


teeter eee meme mememememememememsmemememememsmemememememememememememeny 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/18/2020 2:29:24 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: RE: NOW REALLY URGENT, need your response: Making your ACTIV Participation Public 

Yes. 

From: Myles, Renate (NIH/OD)[E]{_ BS 

Sent: Monday, May 18, 2020 10:27 AM 

To: Collins, Francis (NIH/OD)[E]i bb 


Subject: RE: NOW REALLY URGENT, need your response: Making your ACTIV Participation Public 


Should we just include her? | need to push the website live. 


Cc: Myles, Renate (NIH/OD) ‘ey 
Subject: NOW REALLY URGENT, ‘need your response: Nioking your ACTIV Participation Public 


Hi Kathrin, 


Sorry to keep bugging you, and it’s possible we missed seeing your earlier response, but is it OK to list you on 
the ACTIV web site? As co-chair of the Vaccines WG, it would be very unfortunate to omit you — and yet we 
wanted to get permission before doing so. We want to post this imminently today. 


Thanks, Francis 


To: Collins, Francis (NIH/OD) [E]! 
Cc: Myles, Renate (NIH/OD) Gk 


(FNIH) [T] : bé 


Subject: URGENT, need your response: Making your ACTIV Participation Public 


i Wholley, David 


Dear ACTIV Colleagues: 


Yes, this follow up and increasingly urgent message is for you, even though your address was in the bcc line! We have 
heard from almost all of the ACTIV Working Group participants, and so far all have been happy to have their names 
listed in the ACTIV web site. But we still haven’t heard from YOU. 


Your representation on ACTIV demonstrates the breadth and depth of expertise and experience from all sectors 
committed to this effort. Please don’t delay further, and send your responses to me, cc’ing Renate Myles, Abbey 
Meltzer, and David Wholley by 5 p.m. ET tomorrow, Sunday May 17. 


Thanks, 
Francis 


COLL0000020334 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000020334 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/18/2020 3:46:05 PM heise at Ole vont te 

To: Jansen, Kathrin) BB 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: RE: NOW REALLY URGENT, need your response: Making your ACTIV Participation Public 

Flag: Follow up 

Thanks! 

From: Jansen, Kathrin 21 ee, 

Sent: Monday, May 18, 202011:01 AM 

To: Collins, Francis (NIH/OD) [E] i b6 


Cc: Myles, Renate (NIH/OD) [E] d 
Subject: RE: NOW REALLY URGENT, need your response: ' Making your ACTIV Participation Public 


Dear Francis, I missed my deadline, thanks for the prompt. Ok to use my name as a co-chair. Best Kathrin 


To: jangen: Kathrin 
Cc: Myles, Renate (NiH/OD) {El : 
Subject: [EXTERNAL] NOW REALLY URGENT, need your response: Making your ACTIV Participation Public 


Hi Kathrin, 
Sorry to keep bugging you, and it’s possible we missed seeing your earlier response, but is it OK to list you on 
the ACTIV web site? As co-chair of the Vaccines WG, it would be very unfortunate to omit you — and yet we 


wanted to get permission before doing so. We want to post this imminently today. 


Thanks, Francis 


From: Collins, Francis (NIH/OD) [E]; be 

Sent: Saturday, May 16, 2020 6:02 PM 

To: Collins, Francis (NIH/OD) 2 nn»); sginsesiiese ath esa nostcoas 

Cc: Myles, Renate (NIH/OD) [EJ Nn | Meltzer, Abbey (FNIH) [T] b6 ; Wholley, David 
(FNIH) [T] b6 a hI a a ee a a aL 


Subject: URGENT, need your response: Making your ACTIV Participation Public 

Dear ACTIV Colleagues: 

Yes, this follow up and increasingly urgent message is for you, even though your address was in the bcc line! We have 
heard from almost all of the ACTIV Working Group participants, and so far all have been happy to have their names 
listed in the ACTIV web site. But we still haven’t heard from YOU. 

Your representation on ACTIV demonstrates the breadth and depth of expertise and experience from all sectors 


committed to this effort. Please don’t delay further, and send your responses to me, cc’ing Renate Myles, Abbey 
Meltzer, and David Wholley by 5 p.m. ET tomorrow, Sunday May 17. 


COLL0000020335 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


COLL0000020335 


cc: 


Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 1 8EF4CC6952F65F80-SANTOSMR] 
2/18/2020 7:21:29 PM 


Fi ee ee ete eee eee eee 


: bs” noni Cavaleri Mares 


irvA var VGA VPA AVA VV VA VPA VA VPA VA VA A 


b6 j 


(FYDIBOHF23SPDLT)/ene “Recipients/end b2e527dbda2b4a86b8d72/06b813d471- MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Rn Bet ontte rand NARI b6 
USARMY[""”"b6 (USA) 


Kozlowskk Mary (NIH/NCI) [C] ez bidet ere Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Johnson, Maureen 
(NIH/NCI) [E] [/o= ea anise enenee Administrative Group 


Fpeohe ona: Recipients/cn=306b2244466140faa95aaaafe0Gebd70-parkeras]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= oS ee eee -ccolvis]; Desrosiers, Betsy 


b6 |; Hughes, Eric: b6 4; Kurilla, Michael (NIH/NCATS) [E] 


[/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


APARO000017160-2441065 


Administrative Group GYD BOHR se ODLT) oes cip ents sooo Ts 2 ciaccuneadasommie Tie. ea 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Wachtel, Jonathan [jwachtel@DELOITTE.com]; Stratton, Benjamin [bstratton@DELOITTE.com]; Anderson, Margaret 


oy 
(o>) 
w 
om 
+ 
> 
@ 
= 
< 
Wn 
+ 
° 
= 
© 
wn 


Subject: ACTIV Vaccines Working Group meeting 
Location: i b6 
Start: 5/28/2020 6:00:00 PM 
End: 5/28/2020 7:00:00 PM 


Show Time As: Tentative 


Required 
Attendees: 


Optional 
Attendees: 


4 Isabel Ramsey; Parker, 
ishley (NIH/OD) [E]; Marston, Hilary (NIH/NIAID) [E]; at Felicia (NIH/OD) [E]; Wholley, David (FNIH) [T]; 
Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) 
[E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul Gillard; Hamilton, Holli (OS/ASPR/BARDA); Modjarrad, Kayvon CIV 
USARMY MEDCOM WRAIR (USA); Kathleen Neuzil; Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD); Thornburg, Natalie (CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, Jonathan; Stratton, 


iMeeting password: 


You can also dial 173.243.2.68 and enter your meeting number. 


Join by phone 
ran. to call in from s ar mobile device fatiendses only} 


APARO000017160-2441065 


4 
~ osiiyhearss 
i PUPPIES 


Join using Microsoft Lync or Microsoft Skype for Business 


« to view host information. :: 


If you are a host, ¢ 


APARO000017160-2441065 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F65F80-SANTOSMR] 

Sent: 5/18/2020 7:21:31 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ab38cb6836de44e18ef4cc6952f65f80-santosmr]; 


cc: 
| Pculp; Michelle 
Wholley, David (FNIH) [T] 
Becca be. a 
Desrosiers, Betsy { 
eat Sarah (NIH/NTAIDY (err ss ee 
__HLaurent Humeauf™” 
“t Cheryl Keech! 

(FYDIBOHF23SPDLT)/cn= pene cdb4626dabbb45aa8b8e5d21169344e6- dennyjc] 
Subject: ACTIV Vaccines Working Group meeting 
Location: b6 H 
Start: 5/28/2020 6:00:00 PM 
End: 5/28/2020 7:00:00 PM 


Show Time As: Busy 


Required i b6 iLowy, Douglas (NIH/NCI) [E]; : i b6 i Arvin, Ann; Beth Bell 


Attendees: i b6 ; 


ash yee evs sn ve ecm peeeenin ven eds inne tm eevee ene en eves onthe hin ai mheines deems en dininiveniinveeveri Standen etasierbeemretin veiveimenvaisnrecntaiarrienesia iSpmpavatnbniaememiniadbintnainimdsiaemen 


APARO000019751-2442269 


Barton; i L. b6 4 Marks, Peter di Ml Mascola, John Ne [E]; 


Optional Tolman, Brett; 
Attendees: (NIH/NCI) [E]; : 


a Hopps, stank 
Boia OS a cae Be ~"Weneffer Haynes; i 
‘Austin, Sarah S/N) [E);; 


Gadbois, Ellen ee [E]; Wholley, David (FNIH) a Matencio; Cheryl (FNIH) im: Menetski, Joseph (FNIH) mm: 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul 


Gillard; Hamilton, Holli (OS/ASPR/BARDA); } b6 USARMY MEDCOMi b6 (USA); Kathleen Neuzil; 


Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. (CDC/DDID/NCIRD/DBD): Thornburg, Natalie 
Asie ciees uate Gonzalez, Nina; Wachtel, Jonathan; bere Benjamin; Anderson, Margaret 


Emly NIAID 


‘Meeting password: | b6 


Meeting nurniber (access ¢ 


Diali b6 


You Gan also dial 173. 243-2. 68 mt enter your meeting number. 


Join by phone 
Tap fo ogi in froma me bil & device (attendees only} 
f 


APARO0000019751-2442269 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 

Sent: 2/18/2020 7:21:48 PM 

To: Bes aint awl b6 ‘Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


ARDIBOHF235PDLT)/en= eee flb7b8fe4 739478bb17840c56902718a- lowyd]; 


(FYDIBOHE23SPDLT)/en= Recipientelcie b2e527dbda2b4a86b8d72/06b813d471- -MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) tee exchenge le pe/oue Exchange Administrative aad 


cc: ‘Tolman, Brett Tan oueoie corn 


evista crerermbataea sasecniareraterasaiacursiaten, a 


Kozlowski, Mary (NIH/NCI) [C] [/o= ExchangeLabs/ou= Exchange Adiainictrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=153 73a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Johnson, Maureen 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= ee ee 


[/o= ExchangeLabs/ou= sere ‘Administrative Gioup 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1i-jamesst]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 


7 be “; Hughes, Eric: b6 j Kurilla, Michael (NIH/NCATS) [E] 
{/o=ExchangeLabs/ou Ze xchange Administrative Group. ttstC—CSsSSS 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


APARO000017159 


i (USA)! ad eee 4; Kathleen Neuzil [/o= Ne aR Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf4266bffc8d94988f5715-kneuzil.som]; 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Wachtel, Jonathan [jwachtel@DELOITTE.com]; Stratton, Benjamin [bstratton@DELOITTE.com]; Anderson, Margaret 


REIS I L222.) Sa ee Pe cae hers cbediunacsentacintd j Dethany stones 
! bé | 

Subject: ACTIV Vaccines Working Group Me CtNG a See 

Location: b6 

Start: 6/4/2020 6:15:00 PM 

End: 6/4/2020 7:15:00 PM 


Show Time As: Tentative 


Required | b6 a _iLowy, Douglas (NIH/NCI) (El; 
Attendees: b6 we ‘ Cavaleri Ty PRES is mmec 


i Arvin, Ann; Beth Bell 


Messonnier, Nancy (CDC/DDID/NCIRD/OD);+ be 
Boek, wel b 6 seals, Jonathan oe 
Optional Tolman, Brett; “T 


Attendees: (Meine) [E];f 


ic (NIH/OD) [E]; Marston illary (NIH/NIAID) [E]; eae Felicia (NIH/OD) [E]; Wwialiey, David (FNIH) a 
Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) 


{E]; Read, Sarah EEN) {E]; sere laadelly Paul Gillard; Hamilton, Holli JOS/ASER/BARDA) b6 i 


Dial: 
You can also dial 173.2433. 68 and enter your meeting number. 


Join by phone 
Yap te i from a mobile device (atiendees only} 


APARO000017159 


If you are a host, & 


re to view host information. : 


APARO000017159 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F65F80-SANTOSMR] 

Sent: 5/18/2020 7:21:49 PM 

To: Santos, Michael (FNIH) ee [/o= ee Exchange Administrative cha 


aynes, Barto 


emsenayaiaenratnwnra tei, 


‘aris; Peter gli a) ee aa===7y—scola, John (NI Vleet ea ~ 
EDCOM WRAIR 
t Seals, Jonathan 
— 1; Tal Zaks 


cc: pm nd sist ie nt ienplas pin 
b6 |, Wholley, David (FNIH) [T] 
f b6 i }t er Mrenetski Toseon (T] 
James, Stephanie recto mama aaa 
Desrosiers, Betsy | 
INIBINCATS) (E]: 
YCOCTODIS/NCIRD/OBDY nnaneedneeneey 
Thornburg, Natalie COCIOOIINEROTOND 
[marganderson@deloitte.coml: eee ee eg 
ie teats D6 need APVin, Ann 
Subject: ACTIV Vaccines Working Group meeting oo 
Location: b6 
Start: 6/4/2020 6:15:00 PM 
End: 6/4/2020 7:15:00 PM 


Show Time As: Busy 


Required 

Attendees: 

Optional Tolman, Brett b6 4 sHopps, Maikay, poe: Mary (NIH/NCI) [C]; Johnson, Maureen 
Attendees: (NIH/NCI) [El 


i b6 { Austin, Sarah FIG /NiAiDY (E];¢ a b6 ‘Isabel Ramsey; Parker, 


APARO000019727 


Ashley (NIH/OD) [E]; Marston, Hilary (NIH/NIAID) [E]; Qashu, Felicia (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; 
Gadbois, Ellen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul 
Gillard; Hamilton, Holli (OS/ASPR/BARDA); Modjarrad, Kayvon CIV USARMY MEDCOM WRAIR (USA); Kathleen Neuzil; 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Thornburg, Natalie 


If you are a host, > to view host information. : 


APARO000019727 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
PYDIBOHE235P DEL)/CN=RECIPIENTS/CNSABPE CGS SGD EAMETS ERACCODeZFa3Feo-SANTOSME 


(FYDIBOHF23SPDLT)/cn= sane eb b2e527dbda2b4a86b8d72/06b813d471- -MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) ae Sxchanie=tebs/oue Exchange Administrative a 


cc: Tolman, Brett Breiman g@ldeloltte: on — | b6 "7 Hopps, Markay! b6 


Kozlowski, Mary (NIH/NCI) [C] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Johnson, Maureen 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eC nin Recipients/cn=Ocb4ad1bebe64791b0415a7eb4bf7 1db-johnsonr]; 


H “t + Austin, Sarah (NIH/NIAID) [E] [/o= Behance -heloue Exchange 
eaves OR oe seca 292ich760foraflagebes4se0sef1761- austinsj]; 
r 


opel ecL ae Recipients/cn=306b2244466140faa95aaaafeO06ebd70-parkeras]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT}/cn= ss pp cme -ccolvis); Desrosiers, Betsy 


[/o=ExchangeLabs/ou=Exchange Ac finiarauve Grup 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


APARO000017158 


(eres. a Paul Gillard) | b6 ; Hamilton, Holli (OS/ASPR/BARDA) 

(oz ExchangeLabs/ou=Exchange Administrative Group fietaseteicianareticatcacrmcraibesician, 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=a28fc2f8eb134b00bSeaa4222d0576cc- Holli.Hamil];} By onc b6 ss 
USARMY MEDCOMWRAIR (USA): GSSSS™—~—__=s Kathleen Neeuzzil [/o=ExchangeLabs/ou= Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf4266bffc8d94988f5715- kneuzil.som]; 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Wachtel, Jonathan yaaa com]; Stratton, Benjamin [bstratton@DELOITTE.com]; Anderson, Margaret 
: + Bethany Stokes 


Subject: ACTIV Vaccines Working Group meeting ; 
cL ne ene nen OPT Sn ARON AEOO Rn NOte rR ee OEE ; 
Start: 6/9/2020 4:30:00 PM 
End: 6/9/2020 5:30:00 PM 


Show Time As: Tentative 


Required : b6 ‘Lowy, Douglas (NIH/NCI) [E];i, 
Attendees: | 


a a Ann; Beth Bell 


pacacacee aamtmoess 


4 Cavaleri Marco; i 


Optional Tolman, Brett; 
Attendees: {NIE/NCH JEL 


“Ashley waite) (E]; Marton. Hilary (NIH/NIAID) [E]; Qashu, Felicia (NIH/OD) [E]; Whoiley, David (FNIH) Aas 
Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) 


[E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul Gillard; Hamilton, Holli (OS/ASPR/BARDA);i_ b6 { 


USARMY MEDCOM WRAIR (USA); Kathleen Neuzil; Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. 
(EDE/DDID/NEIRD/DED); Thornburg, Natalie (CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, onan Stratton, 


Meeting number (access code yf 


Gre tcscieimemtnimemeciaemrne 


‘Meeting password: | 


vein Aomi.g video Syston Or appileavon 
Dial oe ec ee ee 
You can also dial: land enter your meeting number. 


Join by phone 
Yap to call in fram a a ene device (atiendees only} 


APARO000017158 


4 
Pr PRT Ar 
i PUPPIES 


Join using Microsoft Lync or Microsoft Skype for Business 


If you are a host, ¢ -¢ to view host information. : 


APARO000017158 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F6E5F80-SANTOSMR] 

Sent: 5/18/2020 7:22:02 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; 
Kathrin. Jansen@pfizer.com; Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= see Arai fib7b8fe4739478bb17840c56902718a- lowyd]; 


‘Barton [/o=ExchangeLabs/ou= ae Admaidictrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=5d4a05845b5b4069ad0447fb60ebfa79-hayne002.mc];: 


i I b6 ; Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecbh9a0d9b96c-NARS]; Nelson Michael 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c3323ab6a02468689fa2c51a87c43cc-NelsonMichal]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group, 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9cc56fdbe4598a57b423d484dcf9f-offit.email];; b6 


Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= sia eee d7a87d49ccba4e3caafSeb5d3586b1cc-Jonathan. Se]; 


cc: 


; Hopps, Markay Listesaaatecaicatiaasalt D6. 
(FYDIBOHF23SPDLT)/cn= fle ie 15373aSa1d8a4fa89d49ba9c8561cc94- kozlowskimt]; Johnson, Maureen 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=Ocb4ad1bebe64791b0415a7eb4bf71db-johnsonr]; 


b6 ‘ j Jeneffer Haynes: 
CUR OneoT -292cb76019f4f199ebe343e08ef1781- send 
in eae 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Colvis, Christine (NIH/NCATS) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fal72c87- ccolvis]; Desrosiers, Betsy 


a bi Le eeeeaeteisute tan + bughes, Erid b6 | Kurilla, Michael (NIH/NCATS) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/en= Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


fee bet=t—=CS;ST«7S«S«<;«<C ¥; PaulGillardi bet Hamilton, Holli (OS/ASPR/BARDA) 
{/ozExchangel abs/ou=exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=a28fc2f8eb134b00bSeaa4222d0576cc- Holli. Hamil]; (0 be 
USARMY MEDCOM WRAIR (USA) Est Kathleen Neuszil [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOH F23SPDL1)/cn= Recipients/cn=33958e1252cf42 66bffc8d94988f5715-kneuzil.som]; 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHA6]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Wachtel, Jonathan [jwachtel @DELOITTE.com],; Stratton, Benjamin [bstratton@DELOITTE.com]; Anderson, Margaret 
[marganderson@deloitte. com]; i b6 i i Bethany Stokes 


Siete ec ete ete ere ere eter meme te EEE I ree rere rermsmemsmemsmtet 


Subject: Canceled: ACTIV Vaccines Working Group meet en 
aici ca Pn ne nee nN oer OO are a 
Start: 6/9/2020 4:00:00 AM 

End: 6/10/2020 4:00:00 AM 


Show Time As: Free 


Required ‘Arvin, Ann; Beth Bell 
Attendees: ‘ 
Lane RaceReR RESON, ORAM reece Haynes, 
i b6 + Marks, Peter (FDA/CBER); Mascola, John NIEVES) (E]; 
Optional 
Attendees: i as fjénatter Haynes; di Rea aRaeee hae Oma: Dieieale ieee een eae 


{Aus in, Sarah (NIH/NIAID) [E];! i } Isabel Ramsey; Parker, 


Gadbois, Ellen Ricop) {E]; Wholley, David (FNIH) IT]; Melende: Cheryl (FNIH) mm; Menetski, Joseph (FNIH) rm; 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul 


Gillard; Hamilton, Holli (OS/ASPR/BARDA);7 777771 * ae CIV USARMY MEDCOM WRAIR (USA); Kathleen Neuzil; 


Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, Jonathan; Stratton, Benjamin; Anderson, Margaret; 


APARO000019628 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Sent: 5/18/2020 8:31:14 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[El emnnnne 2 Onnnanneni DOSEN, Mikael! BG Fauci, Anthony (NIH/NIAID) [E] 


b6 ff Gibbons, sy [E] i _.b6 A ; Pao, William 


a i Desrosiers, Betsy 
ansen, Kathrin 


—- , Carrie (NIH/OD) [E}! | 
Christopher (NIH/NCATS)1 ){E] be % ij Anderson, James (NIH/OD) (e) 66 ‘ 


lieth Uatieaieinaiiaieniaiaentatian 


Administrative Group (EVOIBOHFS3SPOLTY/en-Recipients/en=0243d Lda a48768szedesSe6c26ca gable) 
Culp, Michelle (NIH/OD) (Eli lA Disbrow, Gary SHES READ. tS 


Marks, Peter (FDA/CBER) [__ 
Administrative Group (FYDIBOHF23SPDLT)/cn= Racipients/en= gbcafe3ebfcf48879192169bd7644e29- Janet. Weed 


cc: 

‘Toiman, Brett ain toads com]; Tountas, Keren (FNIH) fait a i Wachtel, johaden 

[iwachtel @deloitte.com]; Barasch, mbery (NIH/NIAID) [cl] ~~ b6 ‘ Conrad, Patricia 

Protasiewicz, Annt eee 
Thomas, Ashley (FDA/CDER) aciee Leagan hhs. gov]; Wood, Gretchen (NIH/Ob) [E]! 
i ere Mieko (NIH/NCI) [E] i. 
ardesty, Rebecca (NIH/OD) [C]:_ 

Subject: ACTIV Executive Committee Teleconference . 
Location: i b6 ; 
Start: 5/20/2020 7:30:00 PM 
End: 5/20/2020 9:00:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; Gibbons, Gary (NIH/NHLBI) [E]; Pao, 

Attendees: William; Stoffels, Paul; Woodcock, Janet (FDA/CDER); Tabak, Lawrence (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E]; 
Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, 
Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Freire, Maria (FNIH) [T]; 
Wolinetz, Carrie (NIH/OD) [E]; Austin, Christopher (NIH/NCATS) [E]; Anderson, James (NIH/OD) [E]; Lane, Cliff 
(NIH/NIAID) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Marks, 
Peter (FDA/CBER) 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Elsaid, Olivia; Gonzalez, Nina; James, Stephanie (FNIH) 

Attendees: [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Barasch, Kimberly (NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Protasiewicz, Ann; Thomas, Ashley (FDA/CDER); Wood, 


GADB0000004292 


Gretchen (NIH/OD) [E]; Zanellato, Ann; Burrus-Shaw, Cyndi (NIH/OD) [E]; Simon, Dina (NIH/OD) [C]; Li, Rose; FNIH 
Central Account; Awwad, David (NIH/NIAID) [C]; Zottoli, Jessica; Togashi, Mieko (NIH/NCI) [E]; Sepulveda, Dorina 

(FNIH) [T]; Hardesty, Rebecca (NIH/OD) [C]; Lagos, Eaing is (NIH/NCATS) [E]; Carver, Trea (NIH) [C]; Lowy, Douglas 
(NIH/NCI) [E]; bE 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


b6 iUS (New York) 


iUS (Germantown) 


iUS (New York) 

| 'US (Germantown) 
iUS (Chicago) 

‘US (San Jose) 

‘US (San Jose) 

i 'US (Tacoma) 


ieeuhe ID: ‘2 
Password:| i 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 5/18/2020 8:31:46 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

deel eat eens cd9e702fcf28414883d0b6996d677257- wholleyd]; Austin, Christopher 


Jame oem parvarrarvarvarearrariary 


1 Stein, Peter (FDA/CDER); 


“~"~"; Hughes, Eric 
“|; Jansen, Kathrin” t Kurilla, Michael (NIH/NCATS) [E] 
Lowy, Douglas (NCI)! b6 


Freire, Maria (ENIED rs 


(CDC/DDID/NCIRD/OD)t 
(NIH/OD) [E] [/o= Exchahgeransyousexendnge Adrainistrative Group 
ella le sa alee ee recent ste Culp, Michelle (NIH/OD) 


cc: 
a: “Chen, Helen 
_______ § Meltzer, Abbey (FNIH) [T] 
5 Dana Carluccio 
Subject: 
Location: 
Start: 6/3/2020 4:00:00 PM 
End: 6/3/2020 5:30:00 PM 


Show Time As: Busy 
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Required Austin, Christopher (NIH/NCATS) [E]; Collins, Francis (NIH/OD) [E]; Corey, Larry; Disbrow, Gary (OS/ASPR/BARDA); 

Attendees: Dolsten, Mikael; Erbelding, Emily (NIH/NIAID) [E]; Fauci, Anthony (NIH/NIAID) [E]; Hudson, Thomas; James, 
Stephanie (FNIH) [T]; Johnson, Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; Marks, Peter 
{FDA/CBER); Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; Menetski, Joseph (FNIH) [T]; Pangalos, 
Mene; Pao, William; Paul, Steve; Perlmutter, Roger; Plump, Andy; Rasi, Guido; Reed, John; Rouse, Doris; Santos, 
Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Tsai, 
John; Vessey, Rupert; Virgin, Skip; Woodcock, Janet (FDA/CDER); Young, John; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Freire, Maria (FNIH) [T]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Gonzalez, 
Nina; Kim, Elizabeth; Stratton, Ben; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Rachel Ramoni; 


Plenge, Robert; Talley, Michael}; 6 ne cee } Cavaleri, Marco; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD); Gibbons, Gary (NIH/NHLBI) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E] 

Optional Barasch, Kimberly (NIH/NIAID) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea (NIH) [C]; Conrad, Patricia 

Attendees: (NIH/NIAID) [E]; Hoffstetter, Renata (FNIH) [T]; lberdemaj, Vaide; Lagos, Enrique (NIH/NCATS) [E]; McManus, Ayanna 
(NIH/OD) [E]; Melencio, Cheryl (FNIH) [T]; Protasiewicz, Ann; Simon, Dina (NIH/OD) [C]; Thomas, Ashley (FDA/CDER); 
Wood, Gretchen (NIH/OD) [E]; Sepulveda, Dorina (FNIH) [T]; FNIH Central Account; Li, Rose; Zottoli, Jessica; Parker, 
Ashley (NIH/OD) [E]; Gladman, Jordan (NIH/OD) [E]; Elsaid, Olivia; Castillejos zenteno, Carlos [JRDUS]; Dimishkov, 
Roxanne (NIH/NHLBI) [C]; Burklow, John (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Myles, Renate (NIH/OD) [E]; 
Hallett, Adrienne (NIH/OD) [E]; Chen, Helen; Lowy, Douglas (NIH/NCI) [E]; Meltzer, Abbey (FNIH) [T]; Gorman, Greta 
(FNIH) [T]; Dana Carluccio 


JOIN ZOOW) VIC CEU ane a cates mca ssseSia iv ewtnils tla ahaa Seana iaelowecnces : 
b6 i 


b6 ‘US (Chicago) 
4US (New York) 


‘US (Chicago) 
‘US (New York) 
‘US (Germantown) 
1US (Tacoma) 
iUS (Houston) 
iUS (San Jose) 

| nono punmunmnnman’ JS. (San Jose) 
Meeting ID:! b6 
Password} 


Find your local number:! b6 i 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/19/2020 12:40:55 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ey ee Eric Hughes 


Read, Sarah (NIH/NIAID) [E] ee nc beici ced Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn ae 


(EYDIBOHE23SPDLT)/cn= Recpients/ene fe Sares sanedononies (oat anata: Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]; i 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= €48148e476824ce893260acf33b0f774-kimp2] 


cc: Demarcus |_ ee ate ca b6 ; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= lel ir pens ath parkeras]; Jnoanna Roa 


Subject: Follow. up from ACTIV TX- Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-d03-activ-051620.docx; ACTIV_Therapeutics-Clinical_MP Sub-Group Meeting 18May2020_Key Takeaways.pdf 


Dear ACTIV Outpatient mAbs Writing Team, 


Please find attached the notes from today’s meeting that Elizabeth did a great job in capturing. While | know we would 
have liked to make more forward headway, | do think our conversations put us on the right path to take the next step 
forward. 


Per the action items: 

e Karen and Lisa are going to discuss the statistical parameters and they are going to try and capture that is a 
summary for the synopsis that we need for Wednesday’s meeting with the Steering Committee that includes 
Janet Woodcock and others who will want to weigh in. 

e Ajay and Paul were going to work on getting some of the Lilly data together to help us determine if we should 
have two primary endpoints: one virologic and one symptomatic. Or whether we are safer leaving the virologic 
endpoint as secondary as it is currently written. 

e Weare going to try to work up minimal entry criteria for mAbs entering the study. We dlselissee tox and Phase 


minimum should be, could use some counsel). If the group has additional thoughts for these criteria please 
send them to me and | will compile. 
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In addition, we wanted to set another meeting of these team for tomorrow. | have discussed with Karen and Lisa and 
they think they could have some thoughts together for the group’s response by 4pm tomorrow. Would this group be 
able to meet from 4-5pm ET tomorrow? 


Finally, the ACTG team that has been working on the base protocol would like to hear any other feedback not covered 
in the action items above from the group, so if you all can review and be ready to provide thoughts or send them in 
redline and comments ahead of the meeting, that would be perfect. (Document attached once again for ease of 
reference.) 


Once again, thank you all for being willing to come together and get this protocol revised to fit the capacity needs of this 
new venture! 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
irectar, Cancer 

Research Pariners ships 

Foundation fh 


11400 Rockville Pike, Suite G00, North Bethesda, MD 208 


Donate to the FNTH’s Pandemic Response Pand to combat COVID-19: frth ore/pandemic 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/19/2020 1:16:52 AM 

To: i 


[/o=ExchangeLabs/ou= Sichonee Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4aSe2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee68480045 78b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AFYDIBOHE23SPDLT}/cn= pecplent is peg a tae ta en Ag Resnansky, Laura 


‘Tiwachtel@delolite: com]; macht Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou= tance mdiniseative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 
CC: Sizemore, Christine an ae (E] [/o= erchenee seus Exchange Administrative Group 


i = tanec Kathrin!” : 

[/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

SS ll 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


ine nesndeeon@dcisiie com]; Cauca: Dana i. a ee ie Melencio, Cheryi (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 


[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton,Penny: be i; James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst]; Li, 
Rose 7 eee | b. |; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o= aaa boa nies Administrative Group 


U FYDIBORF23SeDIT)/end ee ee 8e2b174d9bf748e9aa5ed901b4cSa3d9- ae Stratton, Benjamin 
[bstratton@DELOITTE.com]; Tolman, Brett [btolman @deloitte.com]; Victoria Davey [/o=ExchangeLabs/ou=Exchange 
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Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; 


ica cece tec sls at. Seen 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_: 05192020. pdf 
Location: 
Start: 5/19/2020 1:00:00 PM 
End: 5/19/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Stein, Peter (FDA/CDER); Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim 

Attendees: (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema 
(NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Wachtel, 
Jonathan; Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Garner, Carlos; Colvis, Christine 
Attendees: (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; 
Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio[T](_ beg 


Francis Collins; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, 
Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; 


Rebecca (NIH/NCATS) Katz [E] pe. b6 ; Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat 
Ananworanich 


Dear Colleagues, We have an interesting agenda (attached) for this call and look forward to the discussion surrounding 
each topic! Best, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


javeinioarten ies vmvesintarsasi mi ciel eters eh miasnnosWNUssais isms tinveslantintm venience mtmimnnvnnia tana smimbaiarcsmtalniaial mata mnaaicemssrnnceaianmsmiaimsmsarasaranciaiaeccasmnsrneaiace) 1 


| b6 | 


'US (Chicago) 
‘US (New York) 


APARO000006514 


Dial by your location | 


‘US (Chicago) 
JS (New York) 


S 


JS (Houston) 
JS (San Jose) 


S (San Jose) 


APARO000006514 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/19/2020 1:17:11 AM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EDIE ZS SPO Lae Recpients/one BUCO NETO Te Tetoby 907 saedbanti7e t delaenipled Bascles, Lionel 


sori Kurilla, 
ny Parker, Ashley 


Michael (NIH/NCATS) | [E} 6 


(NIH/OD) (El! b6 foe Manizhe (NIH/NIAID) [E] | 


cc: 7 
i "; Young, John 
+ Adam, ‘Siacey (FNIH) me won Bagg ed ndeson, Me Mateale 
inergenderondelite com]; Carluccio, DAM nn eancicis cette isnt Sekine eccinicetect 
"| Garner, 
Subject: 
Attachments: 
Location: 
Start: 5/19/2020 1:00:00 PM 
End: 5/19/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Stein, Peter (FDA/CDER); Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim 

Attendees: (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema 
(NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Garner, Carlos; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; 
Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] i i 
Francis Collins; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, 
Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; 
Rebecca (NIH/NCATS) Katz [E] i bS™~—C‘ Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat 
Ananworanich 


Dear Colleagues, We have an interesting agenda (attached) for this call and look forward to the discussion surrounding 
each topic! Best, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 


LTAB0000007307 


Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 


b6 : 
Meeting I | 
Password: 

One tan mobile Ee ete se 

‘US (Chicago) 

'US (New York) 


Sg (Chicago) 
‘US (New York) 
U 


: ‘US 
b 6 ‘US (Houston) 
‘US (San Jose) 


S (San Jose) 


LTAB0000007307 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/19/2020 2:23:05 AM 

To: EricHughesi  ——“<‘<i‘ié ZH Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF2: JLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli [ b6~—S Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 


b6 ‘Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT}/en= = b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Poole, Mike 


(eYDIBOHF2SeDLT fen Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Bec pienisren- Ob teasoab bas Goose eciieca: ehiggs]; Carlos O Garner 


(E:VOIBOHED3SPDLT) /encRecipients/cn=036113c7be0f42f897d1294ctbb99c10-goffdc] 

cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7- menetskijp]; ; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carla en se —_ 
Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(RYDIBOREZSSPDLT/en= Recipients/cn= ge roea rie see aL paede/ddebazecet wieletece) Lucas Smalldon 


rere Group (FVDIBOHF23SPDLT)/cen= F sctaenis/eratnes iisuaan=aa-eute avabcraasae: walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #11 
Attachments: Therapeutic information request form-v9-clean.docx; ACTIV_Therapeutics Clinical Agent Prioritization Sub 
Group_19May2020 Meeting Guide.pdf 


Location: b6 
Start: 5/19/2020 5:00:00 PM 
End: 5/19/2020 6:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;!. Pee UaNes at tte nce b6 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]} b6 i; Rose Li Central Account 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


APARO000005376 


Please find attached the materials for tomorrow’s call. 
1. Slides with topics and agenda internal. 
2. Updated Company RFI/Survey for final review. 


Thanks, 
Stacey 


Join Zoom Meeting 


Password: (Dé | 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
| oon pnmnniJS (San Jose) 
Meeting ID: __ b6 
Password: 


APAR0000005376 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF10100943414-ADAMSJ4] 
Sent: 5/19/2020 2:23:07 AM. . 
b6 t; Read, Sarah ee) [E] [/o=ExchangeLabs/ou= erence 


To: Eric Hughes { 


DIBOHEDSSPOL Vet Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
[ETRIB OR 222 DEN iene Recipients) ene 0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


EYDIBOHE23SPDLT) /ene Recipienis/en= nae i iserbeor4sia pd oSacabGoeiGsordd] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Reciplents/en 5001afS2de4a427ea3d34fle072f8cb7- menetskijp]; Alvarez, Rosa 


b6 i 
Parker, Ashley (NIH/OD) [E] ‘has Exchangel abs /ovEXCnanige ACINTAIStratIVe Gros a aaa aca atari 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AECCIEO RES POEUN. Recipients/cn= Ics rpinge laren ess piciiaeeicre pea andar Lucas Smalldon 


oe dnttaeas betvenes enter sis onbrin seasint te landeeds erase encase eicersin vate nteeetuatem on 


‘Administrative Group (FVOIBOHESSSEDLT)/en= Baciplenteyen= fbe81b9b832e40acbfSfd03bcfd32930- walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 

Subject: Materials for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #11 

Attachments: ACTIV_Therapeutics Clinical Agent Prioritization Sub Group_19May2020 Meeting Guide.pdf; Therapeutic 
information request form-v9-clean.docx 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 
Please find attached the materials for tomorrow’s call. 
1. Slides with topics and agenda internal. 


2. Updated Company RFI/Survey for final review. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 
Research Partnerships 


APARO000005379-2442309 


Meeting ID:! b6 


fim rencsperactteetaormeetanepaeaemes 


Password: |__b6 ee 


b 6 US (New York) 


i US (Germantown) 


pendaiasl doc aeei en Sottotereeceaeman 'US (New York) 
‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
{US oe Jose) 


Meeting 1D! 
Password: b6 


= ef oe 


APARO000005379-2442309 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/19/2020 2:32:19 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= see | =890082c7c1e34902b0f535320cd16650-) -jscurrier.m]; Eric Hughes 


Aaminitrauve Group (FVDIBOHED3SPDLT)/cn= Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYOIBOHE23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


teeter ieee 


Peter (NIH/NIAID) [E] es pee aaa Exchange Administrative pee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 


cc: Demarcusi b6  ___;Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT}/en= lili a ei ceed abc Ge parkeras]; Jhoanna Roa 


Subject: TICE for Potential: ACTIV De Clinical Neutralizing mAb Outpatient? Waiting leam Meet ng 
Location: H b6 
Start: 5/19/2020 8:00:00 PM 

End: 5/19/2020 9:30:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 

Attendees: alata nalled [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen o Price; 
ee et ar 
Rea oe Arzhang (NIH/NIAID) [E]; es Jhoanna; 
scilhsaiahard eevdinitie tan tan aad un a sea Senden pea ree aieei smi amp miagetcmime im snieveneasemen 
ae eee “; Kim, Peter (NIH/NIAID) [E] 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 


Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula 
Dear ACTIV-2 Writing Team, 


Please save this time if you can for our next writing team meeting. While I am still waiting on a few critical 
confirmations since majority can make it, | want to go ahead and block it off. 


An agenda will be send once we have the necessary participants confirmed. 


APARO000017156 


Thanks, 


Stacey 

Pole) Pe 6) 0B 1.2 1) a he a cee a 
i b6 

Meeting ID: 6 

Password: 934707 

Ainetao sph eos 

b 6 : US (Germantown) 


‘US (Germantown) 
‘US (Chicago) 


'US (New York) 
‘US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 
rarer ‘US (Houston) 
Meeting ID:: b6 


APARO000017156 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/19/2020 2:32:20 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYOIBOHF23SPDLT)/en= Recipients/cn= Cede 7oiOe/ sesens se tele lcieee tu: adamsj4]; oe Currier 


ARS 


Kim, Peter (NIH/NIAID) (el! 


cc: 1 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70- -parkeras]; Jnoanna Roa 

ERROR Rasa Te ae > 
he Eron, Joseph J 7 . b6 | i Smith, David 

Subject: Confirmed: ACTIV TX-Clinical Neutralizing mAb Outpatient MP Writing Team Meeting 

Attachments: ACTIV Therapeutics-Clinical mAb outpatient MP 19May2020 Agenda.pdf 

Location: b6 

Start: 5/19/2020 8:00:00 PM 

End: 5/19/2020 9:30:00 PM 


Show Time As: Busy 


Required Adam, Stacey (FNIH) [T]; Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) 


Attendees: [E]; Read, Sarah (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, soni (ROA/CPER)) 
Karen Lynn Price; i a 


irene ci nicatdeemicecatrmeasmtreomt 


i Joe; “Javan, Arzhang 
. Kim, Peter (NIH/NIAID) [E]; Jonathan Li; Marks, Gilbert 


‘NIFI/NIAID) [E]; Roa, Jnoanna; | 
(OS/ASPR/BARDA) (CTR) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 


Dear ACTIV-2 Writing Team, 


This meeting is now confirmed. We should have quorum with people coming a little late or leaving a little 
early, but with the necessary overlap. 


Please see the suggested attached agenda. Please let me know if you have additions or amendments. 


Thanks, 
Stacey 


Join Zoom Meeting 


APARO000019527 


Meeting ID:: BG ed 
Password: b6 


b6 iUS (Germantown) 
‘US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 


US (New York) 
(US (San Jose) 
US (San Jose) 


‘US (Tacoma) 


APARO000019527 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/19/2020 2:32:20 AM 

To: Adam, Stacey (FNIH) [T] he ee Exchange Administrative ey 


— Menon} 
Read, Sarah (NIH7NTAID) TET” 
Daniel B. (FDA/CDER); 


"+ Javan, Arzhang (NIH/NIAID) [E 


pare ar area apr ary Arr array aera are Arn rT ase 


i Kim, Peter (NIH/NIAID) [E]! 


Cc: 

OE ee et Administrative Group 

came anne Coe meee a eeo EOlaspaaalevacha/ parkeras]; Jhoanna Roa 
Subject: HOLD for Potent: ACTH TXlnal Netang mAb Outpatient MP Writing Team Meet 
Location: b6 i 
Start: 5/19/2020 8:00:00 PM 
End: 5/19/2020 9:30:00 PM 


Show Time As: Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen on Price; 
oui Gita ala aiamiuaas Canepa aaamamemmaniae + RAS a RAR om aca 
b6 PETG Toe TNS” AISHGAE TNMLU/ NIAID TET Res, Jhoanna; 
ea b i Kim, Peter (NIH/NIAID) [E]; Jonatha ali 


Optional ‘ Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula 


Dear ACTIV-2 Writing Team, 


Please save this time if you can for our next writing team meeting. While I am still waiting on a few critical 
confirmations since majority can make it, I want to go ahead and block it off. 


An agenda will be send once we have the necessary participants confirmed. 
Thanks, 
Stacey 


Join Zoom Meeting 


foe rensenves senescent imsinsuermcesertansassmes an vensenscnsescMPVeovmsensersasvesincmsarsatceneistmsensencensenswsrascensansmemsmssmvensusstnsensursasvmsaseurmmnaravescmssas sensarsastecersenstnnmenevesterees tensansusveicassensinamsassescuivensersensassansesresteneenran sesrmcmiseni ” 


| b6 | 


Meeting IDi 
Password: b6 
One tap mobile 


APARO000027859 


b 6 'US (Germantown) 
‘US (Chicago) 


: US (Germantown) 
: i US (Chicago) 

: US (New York) 

| ‘US (San Jose) 

i ' US (San Jose) 

j US (Tacoma) 
—_— _LUS (Houston) 


APARO000027859 


From: Young, Johni b6 i 


Sent: 5/19/2020 12:06:52 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

cc: Alvarez, Rosa Maria [rosalvarez@deloitte.com]; Buchman, Tim (OS/ASPR/BARDA) (CTR) 


epsilon Administrative Group 


b6 pe Colvis, Christine Ai Neos [E] [/o= Exchangelabs/ous Exchange Administrative 


TEIDIBOHERIEPOL Efex sei icais/enstaebtac nent oi#9 1d doAcAsbSsAS soHael Higgs, Elizabeth (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group eee 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9- chiges; b6 iKeith 


Administrative Group Fe VOIBOT FASE DLT ei ects ici Jed 5c tic 740 ede ppecoe /acaecsseETnclie cod: 
Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; 


ete p erates eaten mess meme sesretainesaceresaecrmsmieerm, 


Naimish Pateli b6 H eee Ashley aor (E] eee ee nciee 


Group (EYDIBOHF23SPDLT)/en= Recipients/ene fbe81b9b832e40acbfSfd03bcfd32930- aleat Ward, Jackie 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

a oohatdeaetet cdot d Ladi See cd9e702fcf28414883d0b6996d677257-wholleyd]; Wung, Peter /US 


b6 
Subject: RETACTIV CUNT jicaT Agen anit Prioritization Subgroup Meeting #11 


Hi Stacey 


Thanks for sharing the materials. Some additional points of consideration for the SARS-CoV-2 neutralizing 
antibodies: 


Best regards 


John 


On Tue, 19 May 2020 at 04:24, Adam, Stacey (FNIH) [T] b6 ‘wrote: 


APARO000005375 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for tomorrow’s call. 


1. Slides with topics and agenda internal. 
2. Updated Company RFI/Survey for final review. 


: Thanks, 
Stacey 


PO eNO’ ele) 0) Bs (or 1 ce on ee eee oe Te 


b6 ‘US (New York) 
‘US (Germantown) 


Lipisncessipatstsi cides iciekns ovidaoe i vindiah MvaasesenabineaieassGentnibiaied at astalshosaiterensesieisdosetaiieniscepenmvaennaicak 


oe Ere anaes 
‘US (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
pichinbils US Ga Jose) 
- Meeting ii5} b6 | 
SPAS WOH |e VSG cic eee 
_ Find your Tscal tiumber: b6 


APARO000005375 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/19/2020 1:23:59 PM 
To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 
Cletictosal bé ___.....aVange, LisaMj 6 |Sandeep Menon 
been O TT Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= on bolle se seuea Exchange Administrative Group 


[/o= eae ee eae Exchange Adtninistfative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co];, i 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group etree ere 
AEYDIBOHF23SPDLT)/cn= Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Jonathan Li 


cc: “Demarcus :  _—idb6 eee i Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93- -tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou= ee Administrative Group 


b6 :Eron, iesenk JJr 

| cine ‘ Paul Klekotka‘” ~ 
Subject: Confirmed: ACTIV TX-Clinical Neutralizing mAb Outpatient MP Writing Team Meeting 
Attachments: ACTIV Therapeutics-Clinical mAb outpatient MP 19May2020 Agenda.pdf 
Location: b6 
Start: 5/19/2020 8:00:00 PM 
End: 5/19/2020 9:30:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: _(NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 
i ccc Om Man - aman 
Daa at ieee ora ae ee ace ee ne ee ee | 
oe al b6 i; Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jnoanna; 
i | b6 _}Kim, Peter (NIH/NIAID) [E]; Jonathan Li 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 


Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula 


Dear ACTIV-2 Writing Team, 


This meeting is now confirmed. We should have quorum with people coming a little late or leaving a little 
early, but with the necessary overlap. 


APARO0000005372-2443012 


Please see the suggested attached agenda. Please let me know if you have additions or amendments. 
Thanks, 


Stacey 


J oin Zoom Meeting 


Meeting ID: 
Password:i 


benrercrtrerermrnd 


b 6 {US (Germantown) 
‘US (Chicago) 


:US (Germantown) 
{US (Chicago) 


/US (New York) 
i US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 


| onveeereananennant JS coy) 
Mesting 70 a eee : 
Password:; wey Me enese eae eaee eee : 
Find your local number: : b6 


APAR0000005372-2443012 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/19/2020 6:55:16 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/en= Reapichits/cu- 890082c7c1e34902b0f535320cd16650-j -jscurrier.m]; Eric Hughes 

4 i Sandeep Menon 

t prosehani, Michael (NIH/NIAID) [E] /o= ExchangeLabs/ou=Exchange 

‘Administrative Group (EVOIBOHED3SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 

Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPOLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


pe eI a Sa eteL ee ins eee eR RCM NTIS MOIR D IN 107 NS OE A RE ARADO eee eee ene 


ee Po SEtOMJO8 
H b6 + Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
“EVDIBOHEZ3SPDLTI/en= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 


[/o=ExchangeLabs/ou= ae Administrative Group 


Group (FYDII 
cc: Demarcus| DS 

Group SE VDI BCHEDSSPDET [opened lente fexances{cietiessrebyso7saeds- ent Wachtel, Jonathan 

[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

{EYDIBOHE23SPDLT)/cns Recipients/en= Spheres parkeras]; Jhoanna Roa 


Olivia {oelsaid@deloitte. com} 
Subject: RE: Confirmed: ACTIV TX-Clinical Neutralizing mAb Outpatient MP Writing Team Meeting 
Attachments: ACTIV Therapeutics-Clinical mAb outpatient MP 19May2020 Agenda.pdf; a5401-d03-activ- 
051620_Lilly_Paul_Klekotka.docx 


Dear ACTIV-2 Writing Team, 
Please see the suggested attached agenda. 


In addition, I am circulating a draft of the protocol with some comments from our Lilly colleagues. Looking 
forward to seeing you all in about an hour. 


Thanks, 


Stacey 


Stacey J, Adam, PRD 
Director, Cancer 
Research Partnerships 


APARO000005369 


‘US (Germantown) 
'US (Chicago) 

‘US (New York) 
‘US (San Jose) 

‘US (San Jose) 

‘US (Tacoma) 


APARO000005369 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/20/2020 2:10:26 AM 

73 ce Hughes! de ee ome ee ee 


Christine (NIH/NCATS) [E] [/o= Ea a Exchange Adnninisuanve Group 
ee ES ial 4b7e84cce098457896b2df19fa172c87- nade Young, John 


(FYDIBOHF2aSeDLT fen Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9- ehiggs]; Carlos O Garner 


eee. b6é | Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Miniesice Gite aan. ea 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn= Recipients/cn= pies Mall Nee tenes as 7 Uns peaBece ie lseice, Lucas Smalldon 


Administrative Group (FYDIBOHF23SPDLT)/cn= # sctaenis/-ratnes suaaneae-euie abcnaasse: walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Ee Se Rec plents/cus =4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 


Subject: Initial Follow-up to ACTIV TX- “Clinical Agent Prioritization Subgroup Meeting #11 
Attachments: ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 19May2020_ Key Takeaways.pdf 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Thank you all for a productive meeting today. | am glad we were able to finalize the RFI/Survey for the companies. We 
are well into building the REDCap data capture platform. We will share with you all the link once it is done. 


Thank you as well for your feedback on the mAbs. Many of you have already gotten back to me with nominations for 
the committee, so | will like follow up individually with those who have expressed interest and if we do not fully meet 
our 6-8, | will then reach out again to the broader group. 


For your reference, please find attached the high level notes for the meeting. The formal complete summary will be 
sent tomorrow. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
Director, Cancer 


APARO000005367 


Research Partnerships 
Foundation for the National Institutes of Health 


Direct: | b6 | Mobile: 


fhih.ore 


Donate to the FNEH’s Pandemic Response Fund to combat COVID-19: fnth.ore/pandemie 


APARO000005367 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/20/2020 3:04:36 AM 

To: Judy Currier [/o= erhabseume a pin Administrative Group 


Read, Sarah (NIH/NIAID) [E] eoHic snccies oe Enance) Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


iEron, Joe 
7 b6 ve Javan, Arzhang (NE/NIAID} [E] [/o=ExchangeLabs/ou= Exchange A Administrative Group 


[/o= Schangelaesionc Exchange Adtninisthative 2): a a ai ae rer event a ene ree 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f7Sef659f5-jroa.s-3.co];: cel b6 ; Kim 
Peter (NIH/NIAID) [E] ue ee Exchange Administrative om. 


cc: Demarcusi fee ee a b©~©~—” i rountas: Karen (FNIH) [T] [/o= Bichancersbs/one Exchange Administrative 
Group (FYDIBOHE23SPDLT)/cnzRecipients/cn=40c04fef6fle46f5b750753cd5a 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= See Administrative Group 


b6 ; Eron, Joseph Jr! b6 iss Smith, David 


* Paul Klekotka } b6 1; Ajay Nirula NT.) aca Eisele, 


Late are eee mimimimieeimimimimimimimL. ee, 


Subject: Follow-up from ACTIV 1X- Clinical Neutralizing mAb Outpatient MP Writing Teaih Meatitig CI eae Roe 
Attachments: ACTIV_Therapeutics-Clinical_ ACTIV TX-Clinical Neutralizing mAb Outpatient MP 19May2020_Key Takeaways.pdf; 


ACTIV_200519.pdf; ACTIV2_MasterProtocolWritingMeeting May19_LisaKaren_Final.pdf; 5401 Protocol Synopsis 
051920v2.docx 


Dear ACTIV TX-Clinical mAb Outpatient WT, 


Thank you all for a very productive meeting today. | think we covered a lot of group, and while | know we still have a lot 
more to cover, we made some progress! 


| am attaching the notes that our Deloitte colleague Olivia was kind enough to capture for us, and | have attached both 


Lisa and Karen’s and Michael’s slide set for the group’s reference. Please let me know if you have questions on any of 
these. 


In addition, | am attaching a protocol synopsis that the ACTG team was kind enough to draft up to space me splicing 


together slides tomorrow for the presentation to the ACTIV mAb Master Protocol Steering Committee who will meet to 
review tomorrow. 


For this group, | would like to get our next meeting on the books. Time may be tight tomorrow due to a number of 
other meetings. Does the group want to shoot for an evening call, staring around 5:30 or 6pm ET? Please let me know 
what might work for you and | will see if we can get quorum. 


APAR0000005362-2443227 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Dhrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 


APARO000005362-2443227 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 5/20/2020 1:14:55 PM 

To: Menetski, Joseph is (T] [/o= salman Exchange Administrative iia 


‘Group Rc rae Recipients/en= ad3412305594497bedbef038d375cd7- stungereal. Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou= oo Administrative Group 


[loz ExchangeLabs/ou=Exchange Administrative Group 
AEYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafe06ebd70-parkeras]; 


ite imeers is ness st mroeseme’ivvenses smote ertinvevents Hansrern Ssuteomenetersse vasvevemsseneiy 


‘Gide (FYDIBOHF23SPDLT)/cn= Reciniants/ere §6e22f801f9 146¢f90116c431 1c6F3ee- Peter. pee 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 


! : Hughes, Ericy b6 1; eels Kathrin 


(FYDIBOHFZ3SPDLT)/cn= Aecipienisichie ee ete el denen merely Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8di-jamesst]; Kim, Elizabeth 
[elkim@deloitte.com]; Tolman, Brett [btolman@deloitte. com]; Wachtel, Jonathan ao eee com]; 
Prabhavathi Fernandes! . Diamond, Michael i 


§Dana Carluccio, OO 
ie [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5did4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

EYPIBOHE 22s D EIEN Recipients/cn=Sbbac95b1f6e45 14a299b318030c31f6- shawcy]; Rodriguez, Robin D 


agos, Enrique (NIH/NCATS) 


Subject: RE: ACTIV Preclinical working group (Friday meeting) 


APAR0000004854 


Attachments: PRECLINICAL Working Group _Agenda_0520_d1.pptx; ACTIV PRECLINICAL_Animal Model Inventory_20200514 
jom.xlsx 


Hi all, 


Please find attached some materials to aid in our discussion today. The first document contains the 
agenda as well as our WG's objectives and timeline. Also attached is the Animal Model Inventory. 


Please let us know if you have any questions. 


Best, 


(FDA/CDER) ; } ee tte ee ol be § parker, Ashley (NIH/OD) 
[E]; Collins, Francis (NIH/OD) TE]; ken. duncan@gatesfoundation.org; Adams, Peter (OS/ASPR/BARDA) 

Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl CFNIH) [T]; 
Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); 
Read, Sarah (NIH/NIAID) [E]; Tountas, Karen CFNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey CFNIH) 
{T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; wachtel, Jonathan; 
Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, 
Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; 
Rodriguez, Robin D; Dave Frankowski 

Subject: ACTIV Preclinical working group (Friday meeting) 

When: Friday, May 22, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (Us & Canada). 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Meeting ID 
Password: i 
One tap mobite lus Aue verks 
iUS (Chicago) 


i US (New York) 
i US (Chicago) 
i US 

i US 

S (Houston) 

' US (San Jose) 
{US (San Jose) 


‘be | ae cee ee ee ee ee ee eee 


Find your “Técal ‘number: | b6 


APARO000004854 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/20/2020 4:02:38 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 890082c7c1e34902b0f535320cd16650-jscurrier. m]; Eric Hughes 


ees * Sas § LaVange, Lisa Mi b6 iF Read, Sarah (NIH/NIAID) [E] 


Vo exchangelabs/ou- exchange Administrative Group 
PE NDI SPPEU fe Ro pienits/en- 92 Laps erent eared bees see reads: Karen Lynn Price 


Group (FYDIBOHE23SPDLT)/en= Recipients /cn=0601ca5%a82841aba16353b96cff8ca9- -ehiggs]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf488 79f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLTI/cne: Reciplents/cns b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 


cc: 
{jwachtel@deloitte.com]; Elizabeth Kim 7 astadals acer Parker, Ashley (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 
Subject: ACTIV TX-Clinical Master Protocol mAbs Steering Committee - ACTIV2 Synopsis Review 
Attachments: 5401 Protocol Synopsis O51920V3.dOCK 
Location: i b6 
Start: 5/20/2020 5:00:00 PM 
End: 5/20/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 


Dear ACTIV TX-Clinical Master Protocol mAbs Steering Committee, 
Please find attached the synopsis of the outpatient protocol for review at our meeting today. This was 
assembled by the ACTG group based on our writing team conversations and then edited a bit by Lisa and Karen 


for the statistical sections. 


This document is NOT ready to share beyond this group yet, but could be gotten ready in short turn if needed 
for the company summit, Janet. We will just need to know when that is. 


Finally, we will be discussing the selection of the inpatient network for the companion protocol today. 
Thanks, 


Stacey 


APARO000017124 
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APARO000017124 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/20/2020 6:16:30 PM 

To: Judy Currier [/o= a balacnsichine mas Administrative Group 


Read, Sarah (NIH/NIAID) [E] At RS RY Sia EE Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


ar ae, =Racipianis/ene pabaes ake coor ses sae Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co];! b6 ; Kim, 


Peter (NIH/NIAID) [E] hs Exchaiag=tabs/ou- Exchange Administrative Group 


% ee DO Marks, Gilbert - (05/ASPR/BARDA) (CTR) [/o= AROS 8 Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= 60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar] 
cc: Demarcus aoe be i Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= ee Administrative Group 


Subject: RE: Follow-up from ACTIV TX- Clinical Neutralizing mAb Outpatient MP Writing Téam sewtine 


Dear ACTIV TX-Clinical mAb Outpatient WT, 
It looks like we can get about % of the group together tonight. Would the group still like to meet from 6-7pm ET. 
In the thought that I think we will want to, | am going to send a calendar hold with a zoom link just in case. 


Thanks, 
STacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Parmerships 


Direct: | b6 | Mobile: | 


oa 
o 


From: Adam, Stacey (FNIH) [T] 
Sent: Tuesday, May 19, 2020 11:05 PM 
Subject: Follow-up from ACTIV TX-Clinical Neutralizing mAb Outpatient MP Writing Team Meeting 


APARO000005359 


Dear ACTIV TX-Clinical mAb Outpatient WT, 


Thank you all for a very productive meeting today. | think we covered a lot of group, and while | know we still have a lot 
more to cover, we made some progress! 


lam attaching the notes that our Deloitte colleague Olivia was kind enough to capture for us, and | have attached both 
Lisa and Karen’s and Michael’s slide set for the group’s reference. Please let me know if you have questions on any of 
these. 


In addition, | am attaching a protocol synopsis that the ACTG team was kind enough to draft up to space me splicing 
together slides tomorrow for the presentation to the ACTIV mAb Master Protocol Steering Committee who will meet to 
review tomorrow. 


For this group, | would like to get our next meeting on the books. Time may be tight tomorrow due to a number of 
other meetings. Does the group want to shoot for an evening call, staring around 5:30 or 6pm ET? Please let me know 
what might work for you and | will see if we can get quorum. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: (301) 438-8364 | Mobile: 301) 318-8310 


fith.ore 


wi 


Pike, Suite GOG, North Bethesda, MD 20852 


Donate to the FNDAs Pandemic Response Fund to combat COVID-19: fnih ore/pandemic 


APARO000005359 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/20/2020 6:20:53 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 
ia b6  —sitaVange,lisaM! = b6 Sandeep Menon 
acacia bw : Proschan, Michael INIEUNIAIB) [E] [/o=ExchangeLabs/ou= Exctange 


Read, Sarah (NIH/NIAID) [E] RR BR ORE Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= a belle fatal Exchange Administrative Group 


Peter (NIH/NIAID) [E] ies See eet Exchange Administrative pe 
FMDIBORE Z2S2PLT/en- Recipients/cn= ©48148e476824ce893260acf33b0f774- compe Jonathan Li 


Group [EYDIBOHFS3SPDLTY/en- Recinienes/icn= 60008133606b4f75835d3c77c2eeadb7- Gilbert. Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: Demarcus/ b6 « Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (EYDIBOHEZ3SPOLT)/cncRecipients/cn=40c04fef6t1e46tSb750753cdSa 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= ee on Joa 30662244466 140faa9SaaaafeObebd 70- parkeras]; Jhoanna Roa 


Subject: HOLD for ACTIV TX-Clinical mAb Outpatient WT Meeting-3 
Location: H b6 
Start: 5/20/2020 10:00:00 PM 
End: 5/20/2020 11:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; LaVange, Lisa M; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 
i b6 
es ~ a sear aaae  ae “}Javan, Arzhang (NIH/NIAID) [E]; Roa, ; Jhoanna; 
pee i Kim, Peter (NIH/NIAID) [E]; Jonathan Ti Marks, Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina 
(O57ASPR/BARDA) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 


Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


APAR0000005358 


| b6 
Meeting ID: BG 
Password; b6 
£90 c80:1000010):)) (en : 
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Dette eee reer ieee meme em seem im smememsmememsmsmememsmemsmemememememsmememened 
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‘US (Chicago) 


/US (New York) 
iUS (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


enunanennet JS (San Jose) 
ba bé 
Password? b6! 
Find your Toeal niimber: er aes ree bé ear ees 
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APAR0000005358 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/20/2020 6:20:54 PM 
To: Adam, Stacey (FNIH) [T] ie ee Exchange Administrative eg 


Se ee — i : 
i i 
i 
i 


Prosctan, Michael (NIH/NIAID) [Ei b6 i 
" Price, ie daar i 


Daniel B. (EDA/CDER) | pee ma 


Cc: 
[/o=ExchangeLabs/ou= Exchange Administrative Group 
ple eae cel ielin i alee 306b2244466140faa?SaaaafedGebd70- parkeras]; Jhoanna Roa 
Subject: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 
Attachments: 5401 Protocol Synopsis O51920V3.doOx 
Location: b6 | 
Start: 5/20/2020 10:00:00 PM 
End: 5/20/2020 11:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; LaVange, Lisa M; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 

Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen clad Price; 
i b6 
on ee ‘YEron, Joe; Javan, Arzhang (RII/NTATDS ETS Rose 4 5 hoanna; 
be | Kim, Peter (NIH/NIAID) (E]; Jonathan Li; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina 
(OS/ASPR/BARDA) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 


Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 
Dear mAb Outpatient WT, 
It seems like we can still get quorum, so I think we should proceed with who we have. 


Thanks, 


Stacey 


APARO000020505 


One tap mobile 


b 6 ‘US (Germantown) 


i US (Germantown) 
i US (Chicago) 

: US (New York) 

! US (Tacoma) 

US (Houston) 

: US (San Jose) 


‘be 


‘US (Chicago) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/20/2020 9:42:26 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
{EYDIBOHF23SPDLT)/en= Recipients/cn= eae eed del Det cag -jscurrier.m]; Eric Hughes 


Read, Sarah (NIH/NIAID) [E] aN a By aE Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= oe Exchange Administrative Group 


eernerensneunsninensnininenininininininsatarntaiermin inves mimenimsminiarereinimmrn aera eimimiminimimrmrmimminiminrmimnermimimmrmsmimmimimnrmrmemented 


b6 + Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou= Exchange Administrative Group 

“EYDISOHF238PDLTY/cn= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co];! b6 i Kim, 
Peter (NIH/NIAID) [E] ue rial oien Exchange Administrative Hoa — 


“Croup peCCeaS ui -Recinients/icn= 60008133606b4f75835d3c77c2eeadb7- Gilbert. Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 

cc: Demarcus [demarcus@email.unc.edu]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= joy elapapgtinsas ine eet ea diana Orparkerast: Jhoanna Roa 


b6 iEron, Joseph J Jr | | 
‘ Paul Klekotkaf""~~ 


Olivia [oelsaid@deloitte. com; Robert Jan Benschop! 


Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient wt Meeting-3 

Attachments: General comments from CDER FDA re ACTIV TX outpatient mAb trial 052020 (002).docx; 5401 Protocol Synopsis 
051920v3.docx 

Dear mAb Outpatient WT, 


The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol would like 
to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 
Stacey 


Stacey J, Adam, PRD 
Director, Cancer 
Research Partnerships _ 


Direct: | b6 | Mobile: b6 i 


APARO000005348 
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From: Carlos O Garner b6 

Sent: 5/20/2020 11:40:07 Pi 

To: Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(OBE nee OLE ee m]; Eric Hughes 

Read, Sarah (NIH/NIAID) [E] 


ie ExchangeLabs/ou= ance Administrative Group 

HEYOIBON 28 SPOT iene Recipients) chr 527b160038004a199ae6e0bac2226099-readsa]; Karen Lynn Price 

i i Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 9bc3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Bugin, Kevin 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPOLT)/cn= Se ee Gilbert. Mar]; Demarcus 


(EVDIBOHE23SPDLT) ene Rztinients/en=A0cO4fetérles6tSb750753cdSa 14f93- StOUnLEGkAT: Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: Re: [EXTERNAL] Re: ACTIV TX-Clinical Master Protocol mAbs Steering Committee - ACTIV2 Synopsis Review 


| support Libby’s recommendation. It will be important that the lead network consider this their top priority for 
implementation and managing the supportive networks like PETAL. | also particularly support that NIAID hold the IND. 


Regards, 


Carl 


From: HIBBS, Elizabeth (NIH/NIAID) te)" | b6 


“+, “Stein, Peter 
+, 'Bugin, Kevin 


(FOA/CDER)" 
(FDA/CDER)" 


Subject: [EXTERNAL] Re: ACTIV TX-Clinical Master Protocol mAbs Steering Committee - ACTIV2 Synopsis 
Review 


APARO000005345 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 


Dear ACTIV mAb SC Colleagues, 

| would like to propose that INSIGHT be identified as the lead network for the inpatient mAb study, with NIAID holding 
the IND, with the proviso that they work collaboratively with the PETAL network, companies, our SC etc. as one protocol 
team. We would also want assurance that this will be their priority. 


Someone commented that INSIGHT was overcommitted and | do not think this is the case, they have an 10,000 
outpatient COVID observational study which can contribute enrollment to the inpatient study through early 
identification of COVID patients needing hospitalization, and over 300 sites globally and no interventional studies at this 
time though European sites are supporting ACTT 2 (though not yet). They have done a lot of thinking on their inpatient 
protocol for hIVIG and this could be leveraged as a started point just as we leveraged the ACTG draft protocol. 


The addition of PETAL sites domestically to the domestic sites in INSIGHT would be an advantage. The addition of the 
entire VA Hospital system could be a huge advantage as well. With so many sites we should enroll quickly. 


Finally, the INSIGHT network is already operational with an excellent track record in registrational trials. | worry a bit 
that the NHLBI new network of networks will take some time to stand up operationally and would prefer the USG held 
the IND. 

Hoping I’m not biased by my NIAID origin, but | am comfortable that INSIGHT can lead this. 


Thanks, 


Libby 


When: 1:00 PM - 2:00 PM May 20, 2020 
Subject: ACTIV TX-Clinical Master Protocol mAbs Steering Committee - ACTIV2 Synopsis Review 


Dear ACTIV TX-Clinical Master Protocol mAbs Steering Committee, 
Please find attached the synopsis of the outpatient protocol for review at our meeting today. This was 
assembled by the ACTG group based on our writing team conversations and then edited a bit by Lisa and Karen 


for the statistical sections. 


This document is NOT ready to share beyond this group yet, but could be gotten ready in short turn if needed 
for the company summit, Janet. We will just need to know when that is. 


Finally, we will be discussing the selection of the inpatient network for the companion protocol today. 
Thanks, 


Stacey 


APARO000005345 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/21/2020 1:50:00 AM 

To: EricHughesi! = _§-_ | §s§ DH i Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia Aki SS Mellors, John W [/o= ExchangeLabs/ou=Exchange Administrative 
aration ete aie Recipients/cn= EAL Naimish Patel: ; Colvis 


“| Stein, Sass Ecben) [/o=ExchangeLabs/ou= ae Administrative Group 
owe Resipients/en= b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Poole, Mike 


_ eee a, ‘ | Elliott Levy 


(OIBOHEZESPOLT/ Ge Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Oe RSSIplents/ en Obe teao sae 28 taba tose sb ebeliecay: ehiggs]; Carlos O Garner 


(EVDIBOHESSSPOLTI Enz éCipients/cn=036113c7be0t42f897d1294ctbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte. com; Menetski, Joseph (FNIH) [T] [/o= peaneel des Echange Administrative 


Maria [rosalvarez@deloitte.coml; Salathin, Caria|_ be 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


peice ee Recipients/cn= ee ee ee ee Lucas Smalldon 


Ward, Jackie (NIH/NINDS) [E] [/o= Sse ari ees Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 

Subject: Materials for ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 

Attachments: ACTIV_Therapeutics Clinical Agent Prioritization Sub Group_21May2020 Meeting Guide.pdf; 2020-05-19 _TX- 
Clinical _WG_Agent_Prioritization_Committee_Meeting-Summary.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the formal summary from yesterday's meeting. 
In addition, please find the slides for tomorrow’s meetings. Please let me know if you have any amendments or 
additions. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 
Resear 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


APARO000005341 


J oin Zoom Meeting 


b6 
Mecting ID, 6 
Password:| b6 P77" 
One tap mobile scien 
i ‘US (Chicago) 


'US (Chicago) 
'US (New York) 


US (Germantown) 
US (San Jose) 


& (Tacoma) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: aie tated F 1: 50:05 AM 

To: 


“Tfoz ExchangeLabs/ou= suchanee Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 labal6353b96cff8ca9- ehiggs]; Carlos O Garner 


! b6 » Goff, David re NEY [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cc: Elizabeth Kim rallani@deleic coin: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Maria {rosalvarez@deloitte.com]; Salathin, Carlaf Be 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(OCH oo =Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


rene PE Be teh 5 OOS 2. 2 gh vs ghee inte i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Adminiseeave Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 


[FNIH@roseliassociates.com] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 
Attachments: 2020-05-19_TX-Clinical_WG_Agent_Prioritization_Committee_Meeting-Summary.pdf; ACTIV_Therapeutics Clinical 
Agent Prioritization Sub Group_21May2020 Meeting Guide.pdf 


UoeatONe. Sl rac Mio ie) Bae el cdi re eee inva ene aaron rar nee 
Start: 5/21/2020 3:00:00 PM 
End: 5/21/2020 4:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 


Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;i ee eh eae ee 
Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (ENIH) [1]; Melencio, Chery! (FNIH) fi; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E]: b6 + Rose Li Central Account 


Dear TX-Clinical Agent Prioritization Subgroup, 


APAR0000005338 


Please find attached the formal summary from yesterday’s meeting. 


In addition, please find the slides for tomorrow’s meetings. Please let me know if you have any amendments or 


additions. 


Thanks, 
Stacey 


Join Zoom Meeting 


| b6 

Meeting ID} b6 

Password:: b6 | 

(9) (1A Eo 010050) | (eRe 

b6 iUS (Chicago) 


Dial by your location 


‘US (Chicago) 
‘US (New York) 


| ‘US (Germantown) 
‘US (San Jose) 
iUS (San Jose) 


US (Tacoma) 


APAR0000005338 


From: 


Sent: 
To: 


cc: 


Subject: 


Location: 


Start: 
End: 


Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F6E5F80-SANTOSMR] 
5/21/2020 1:29:07 PM 

Santos, Michael (FNIH) £ [/o= ee Exchange Administrative cake 


“ASRIBVTIRTOOY TET Si ree Oe ie AA eRe Ra eT eee 

Felicia (NIH/OD) [EJP pe 

(NIH/OD) [E] [/o=Excnangecans7ou= eeharne Administrative Group 
A(FYDIBOHF23SPDLT)/cn= Recipients/cn=0243d 1d6e6f248268d2edecS66c26c2a- gadboisel]; Wholley, David (FNIH) [T] 


| be iMelencio, Cheryl (FNIH) (Th b6 i; Menetski, Joseph (FNIH) [T] 


FNIH) [T] i... b6 “I Tountas: Karen (FNIH) [T] i” 


Ss, Christine (NIH/NCATS) [Ei 


(FYDIBOHF23SPDLT)/cn= miipienisiene cdb4626dabbb45aa8b8e5d21169344e6- dennyjc] 


ACTIV Vaccines Working Group meeting 


5/28/2020 6:00:00 PM 
5/28/2020 7:00:00 PM 


Show Time As: Busy 


Required 
Attendees: 


GADB0000004265 


Barton; b6 iMarks, Peter Lie leek Masona tne SS) (E]; 


Optional 
Attendees: 


eran Ellen Ay [E]; Wholley, David (FNIH) im: Melero; Cheryl (FNIH) im: Menetski, Joseph (FNIH) mm; 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul 


sepnciedneatecbcsoak potmena Ssvesteasta peatiniategmnserstopesoensesete: ce. “doo. Ry Peck aly A: at Gomsemneesenteaen 


Gillard; Hamilton, Holli (OS/ASPR/BARDA); i b6 JSARMY MEDCOM! _b6 _{USA); Kathleen Neuzil; 


Schrag, Stephanie (CDC/DDID/NCIRD/DBD): Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Thornburg, Natalie 
ee Gonzalez, Nina; Wachtel, Jonathan; Stratton, Benjamin; Anderson, pehcai 


7 
have, 


‘Laurent Humeau': 


Join by phone 
am fo ceil in from a mabile device (attendees only} 
H 


Sf As 
XO 


lf you are a host 


: to view host information. : 


GADB0000004265 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952F6E5F80-SANTOSMR] 
Sent: 5/21/2020 1:29:23 PM 
To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
JEDIBOUE Zee DL U/cne ET uae ab38cb6836de44e18ef4cc6952f65f80- santosmr]; 


Cc: 
Oe (NIH/OD) [E] | 
Felicia (NIH/OD) [E] : 
(NIH/OD) [E] [/o=ExchangeLabs/ou= rarer Administrative Group 
et Sn cl cgi pepan emerge gadboisel]; Wholley, David (FNIH) [T] 
i Melencio, Chery! (FNIH) (Ti 
a a a acd bé Fi 
crusts IH /NCATS) [E] | 
Desrosiers, Betsy! : 
(NIH/NCATS) [EVE 
Subject: 
Location: 
Start: 6/4/2020 6:15:00 PM 
End: 6/4/2020 7:15:00 PM 


Show Time As: Busy 


Required Santos, Michael (FNIH) [T]; 
Attendees: 


Optional 
Attendees: 


GADB0000004260-2443242 


Ashley (NIH/OD) [E]; Marston, Hilary (NIH/NIAID) [E]; Qashu, Felicia (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; 
Gadbois, Ellen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) ae Read, Sarah wD) {E]; vous, John; Paul 
Gillard; Hamilton, Holli (OS/ASPR/BARDA);: 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD): Verani, jennWerR. (CDC/DDID/NCIRD/DBD): Thornburg, Natalie 
{CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, Jonathan; Stratton, Benjamin; Anderson, Margaret; 


b6 ; Bethany Stokes; Ann Arvin; Vivek Shinde 


aber (access codey! b6 iMeeting password:! b6 


Meeting nun 


Join from a video system or ee 
Dial | 


If you are a host, 


> to view host information. :: 
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From: Menon, Sandeep Mi a 
Sent: 5/21/2020 2:38:51 PM 
To: LaVange, Lisa M! 


~___$ Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
PDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Eron, Joseph J Jri_. “} Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy 
Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 

aod dated tet aL elit as fi ee dc reba etc aus ml]; Eric Hughes 


(FYDIBOHF23SPDLT)/en= Recipients/cn=527b160038004a199ae6e0bac2226099- teas: Price, Dionne (FDA/CDER) 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 


(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 


(FDA/CDER) [/o= ee pxchanige Administrative Group 


i, Javan, Arzhang (NIH/NIAID) [E] [/o= Exchangelabs/oue Eycrenee Administrative 
“ Grouis (EPDIBOREZSSPDLTY/eneRecipients/cn= f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou= Bxcneuee Administrative Group 


Peter (NIH/NIAID) [E] ie Pea aa Exchange Administrative aioe 
AEYDIBON ZeecoeU seh Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Jonathan Li 


i b6 i: Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative 


Group (EYDIBOHED3SPDLT)/cn= Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: DeMarcus, Forrest? b6 _—_—_—_—_—_$ Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b75075 3cd5a14f93-tountaskh]; 
Wachtel, Jonathan [jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
aN Al Recpients/ene 306b2244466140faa9SaaaafedGebd70- parkets|i Jhoanna Roa 


Subject: 


Thanks for the clarification. Then we should be good. 


Sandeep 


! "Proschan, Michael (NIH/NIAID) [E]" 
einai ie i Rissa eta (FN) ui 


a mG Om waa * ns oe eae ee 


APAR0000005320 


(OS/ASPR/BARDA)". . 
Cc: "DeMarcus, Forrest chi ; "Tountas, Karen (FNIH) ae b6 i 


‘Subject: RE: [EXTERNAL] RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


i think we were thinking about stopping rules based on symptom resolution in the phase 2 portion and clinical endpoints 
{hosp} in the phase 3 portion. That should be consistent with the decision rule boxes on the slides Karen presented 
earlier this week. 


b6 : bs Piles John (FDA/CDER) 


i 
Sateen eee” 
! 


i Wohl, David Ai 


naar cieenceearnincterialpiaicteirioneioies = et tet 


i 
' sa fuel esrakatientsiaveratatermieranaitavenaranainreses ppicemeeseeasetits 


} Kim, Petar (NIH/NIAID (E]; 


Subject: Re: [EXTERNAL] RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Agree Mike and Lisa. Not worried about the stats rules, the basic question is what we discussed yesterday. Do we have 
enough confidence in the assay and the quantitative cut offs and whether it correlates to the clinical endpoint early 
enough. | am assuming the decision for futility or efficacy stopping will be based on clinical endpoint (and not just the 
viral load). Based on the discussion yesterday, | heard that we were not sure that viral load correlates with the clinical 
endpoint. 


From: "Proschan, Michael (NIH/NIAID) [E]" i 
Date: Thursday, ie 24, 2020 at 8:52 AM 


key (ENIH) (T]") b6 , Judy Carrier . bé >, Eric Hughes 
7, "Read, Sarah (NIH/NIAID) 


APARO000005320 


b6 "Rubin, Daniel B. 


‘Subjact: EXTERNAL] RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


| think the question is whether we could stop early for efficacy as well as stopping early for futility. That could certainly 
be incorporated if you think there is a realistic possibility of crossing an efficacy boundary after only 50 people. At the 
halfway point, the O’Brien-Fleming-like spending function boundary for the z-score is close to 3, so you would have to 
see a very large z-score to stop that early for efficacy. 


Mike. 


b6 ats 4 : Rubin, ‘Daniel B. 


b~—s™ i Karen Lynn pice 


Subject: RE: Confirmed: ACTIV TX- Clinical mAb Gace WT Meeting- 3 


This seems reasonable to me. We can define any basis that we think will be important for dropping dose arms or entire 
agents, having little to go on at this point in terms of what best predicts hospitalizations. 
Lisa 


From: Eron, Joseph J Jr 
Sent: Wednesday, May 20, 2020 6:23 PM 


To: Adam, Stacey (FNIH) [1]; b6 i Judy Currier! b6 t, Eric Hughes 


APARO000005320 


‘(NIH/NIAID) Gr 
_(FDA/CDER);~ 


“Rate Gilbed eens 

b6 

Cc: DeMarcus, Forresti 

<jwachtel@deloitte. com>; Elizabeth Kim <e idee com>; Parker, Ackley sO} [<< Es ; 
shoanna Rod ee eons + Paul ekanc 

as Boalt Olivia <o sisaid@deloitte: com>; Robert Jan 
Benschop!~ 


Subject: RE: Confirmed: ACTIV TX- Clinical mAb Ourpadent WT Meeting- 3 


Here is my question for the group ~— especially Michael, John and Lisa 

My question is whether there could be an interim “activity” analysis similar to the futility analysis listed below — the 
reason | ask is we have very little longitudinal data on the quantitative viral shedding and it is possible that this endpoint 
would have substantial power such that 50 patients per arm could provide an antiviral answer. 


e If the Phase 2 portion of the Clinical mAb protocol is used for dose finding, this may be challenging with respect 
to size of the trial (number of treatment arms needed and available sample size per treatment arm). In addition, 
it may be appropriate to establish an interim futility analysis based on change in quantitative viral shedding to 
allow for discontinuation of a dose after e.g. 50 rather than 110 patients, or to allow early discontinuation of 
high doses due to safety findings. 


Joe Eron MD 

Professor of Medicine 

University of North Carolina at Chapel Hill 
_School of Medicine 


Scie Senn nirm nai annem aver innTanaswey 


i; Eric Hughes ¢ 
aes ; : Proschan, Michael (NIH/NIAID) [E] 


_ Ps Price, Dionne (FDA/CDER) 
_» Farley, John (FDA/CDER) 


Oe eed 58 pater as ab [E] : 


APARO000005320 


Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Dear mAb Outpatient WT, 


The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol would like 
to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Derector, Cancer 


Re: seare by Partnerships 


Direct: | b6 
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ee (San qos) 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/21/2020 3:26:14 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DISD aS SEEN IED Ree Diey Sian SOCOM ete ET BieD iSOimaedjaLeiae: SeHOMESEA: Bascles, Lionel 


e Goff, David (NIH/NHLBI) a 


mu 


ie Nayak, Seema MEIN) (ey 


cc: 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05222020.pdf; ACTIV Protocol Tracker 05212020. pdf 
beectiai: poorer tn rnncr Bg : 


Start: 5/22/2020 1:00:00 PM 
End: 5/22/2020 2:00:00 PM 
Show Time As: Busy 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Mensah, George (NIH/NHLBI) [E]; 

Attendees: Garner, Carlos; Denny, Joshua (NIH/OD) [E]; Reid, Nancy (NIH/OD) [C]; Gebo, Kelly (NIH/OD) [G]; Moschetti, Justin 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Colvis, Christine (NIH/NCATS) [E]; Hughes, 
Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; 


Anderson, Margaret; Cariuccio, Dana; Cheryl (FNIH) Melencio [T} b6 J; Francis Collins; Gonzalez, 


Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, 
_Nancy; Wholley, David (FNIH) [1]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] 


b6 + Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat Ananworanich 


GADB0000004194-2442594 


Dear Colleagues, Attached is the Agenda. Please note that we will be hearing from the 4// of Us program and how they 
might be useful for implementing ACTIV protocols. In addition, per a request from Tuesday's meeting, attached is the 
ACTIV Protocol Quick Reference Tracker ~ thanks to Jonathan and bis colleagues for creating this! At present there are 
three ACTIV protocols, all in the treatment category. CTC Recommendations Committees have been established for the 
ACTIV-1 and ACTIV-2 protocols to-date and integration with the protocol development and lead network operations 


teams will take place im the very near future. Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 


Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 


invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/21/2020 3:26:44 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/en= Resp ieii/chs 40c04fefefle46fSb750753cd5a14f93- becasue Vincent, Mike 


Adrainictrative Giste PORCH asp Recipients/cn= 31Hib9e28c1a421fb3c1c4#7Sdd4c457- myron_cohen]; 
Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recpiens/e)- 2¢8291f38ec3427895243c0617e115ec- victoria. dal; Desrosiers , Betsy 


Group (FYDIBOHE23SPDLT)/cne Recipients/ene 12591c90404e46caba73079cf4a5e2ea- Laiecaneil Doroshow, James 
(NIH/NCI) [E] [/o= a ee Sesioth Administrative Group 


(EVDIBOAEDSSPOCH/ENcRea wien =a deiceuoe 1eseaasenaedsiaoesa sec Hidine Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o= Exchange labs/olr Exchange Administrative Group 


ee ee | Sizemore, e chrsGne (NIH/FIC) [E] [/o= echancetabs/oe Seis Administrative 
Group (FYDIBOHF23SPDLT)/cn= Oe ee -csizemore]; Srinivasan, Badhri 
Deg elise 6 | i. Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recinicnts/erie b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Mensah, George (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbO0b9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42af1165dcad-weinmang] 

cc: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYE IEO RES ree /en- Ce ee ee ee Esaboleell Jintanat Ananworanich 


(FVDIBOHF239PDiT)/en= Racipiante/ene e577497e37b244168bd76c0b8827ca71- Robert. Walk]; Mason, Robin 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
HE DIRC HES EDL ee FASEb112de94c439dbccb6894954618- Robin. Mason]; Hughes, Eric 


[/o= eichancelantioueis Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6ele0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reopienis/cn 306b2244466140faa95aaaafed6ebd70- ean eaae. Carluccio, Dana 


Stephanie (FNIH) [T] oz rank i Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Li, Rose 


b6 i. Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 


GADB0000004200-2443136 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EVD IED OF SOLS Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


Be gs tee Ane ee UDO aes iene, lt 1 i Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/en= Récibrents/ene cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


eee Recipients/cn= 4b7e84cce098457896b2df19fa172c87-ccolvis]; Jansen, Kathrin 


EVDIBOHETSEBDLT Enz Reapers 54fa75fe6e304e34baS67c66b832baa0- dri.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


ieee DO ics eee 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05262020.pdf_ 
Location: i b6 
Start: 5/26/2020 1:00:00 PM 
End: 5/26/2020 2:00:00 PM 


Show Time As: Busy 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Goff, David (NIH/NHLBI) [E]; Bascles, Lionel; Corey, Larry; Cohen, Myron; Davey, Victoria; Desrosiers , 

Attendees: Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Kurilla, Mike; Nayak, Seema 
(NIH/NIAID) [E]; Payton, Manzine; Qashu, Felicia; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, 
Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; Mensah, George; Weinmann, Gail 


Optional Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Jintanat Ananworanich; Walker, Robert (OS/ASPR/BARDA); 

Attendees: Mason, Robin (OS/ASPR/BARDA); Hughes, Eric; Criffield, Robin; Hamilton, Nancy; Melencio, Cheryl (FNIH) [T]; 
Minnich, Beth; Mueller-Reichenstein, Petra; Quadros, Nora; Rebecca (NIH/NCATS) Katz [ell Os, 
Zoe (NIH/NHLBI) Hill [C]ib6~———_—*t Adam, Stacey (FNIH) [T]; Anderson, Margaret; Ashley (NIH/OD) Parker [E] 
b6 i Carluccio, Dana; Gonzalez, Nina; Heaton, Penny; James, Steprianle; Li, Rose; Menetski, 


[E]; Jansen, Kathrin; coe, Douglas inch. ‘Read, Surah INIG/NIAID) [E]; Young, John 


Dear Colleagues, Attached is the Agenda for the Clinical Trial Capacity Working Group agenda. I am please to let you 
know that BARDA (Biomedical Advanced Research and Development Authority, U.S. Dept of Health and Human 
Services) will join the meeting to talk about their CRO relationships. With best regards, Karen 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. We’ll 
assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 


Join Zoom Meeting 


Peete ee eee eer ele Ee OR TLL RCC eMememsmsmeesm sms smsesmsmemsmsen + 


| b6 | 
Meeting ID: 16 
Password:( “Bg 
One tap mobile” piace Ae conan wancte aE 
b6 i US (Chicago) 
i US (New York) 


'US (Chicago) 


'US (New York) 
'US (Germantown) 


ius (Tacoma) 


GADB0000004200-2443136 


/US (Houston) 
‘US (San Jose) 
‘US (San Jose) 


CE eg PR Ce CEI 
1 


Meeting ID:; | b6 
LAL Ae) ae age eee aoe ee 
Find your local number: } b6 


GADB0000004200-2443136 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


Sent: 5/21/2020 3:27:04 PM 
To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= mecOTietol Reneisb yO 7 sed saisies tountaskh]; Garner, Carlos 
ae see pbasele Lionel) 6p Vincent, Mike 
i _b6— vEayiony Manizhe (NIH/NIAID) [E] [/o= Eichangelabs/ou= Ecienee Administrative 


[/o=ExchangeLabs/ou= Eyehanee Administrative Gras 
{(RYDIBOnE 22SPOL Ten Recipients/cn= 2141b9e28cla42 1fb3cle4f7Sdd4c457- “myron_ cohen]; Corey, Larry 


i Dickens, Jim (NIH/NCATS) [C] [/o= Exchandelabs/ous Exchange Adeninistrative 
Gan (FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4aS5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Qashu, Felicia (NIH/OD) [E] 
[/o=ExchangeLabs/ou= ee Administrative Group 


picinlainreta; mini aieisinindmcat sdmiaimtentatetetcemimrmbceuin 


(EVDIBOHESSSPDLT)/onz Serene b4a14118481b4b39ba7e62a8d6425179- Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Mensah, George (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e4 2af1165dcad-weinmang] 

cc: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= lag cee hee AN Badp eel Kublin MD, MPH, James 


EVDIBOHEI3SPDLT)/en= ee 8e2b174d9bf748e9aa5ed901b4c5a3d9- eal: Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee51dca2a443d883a15e025d6e1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
Sil palalainreea com]; Parker, ee (NIH/OD) [E] [/o= pealey ouster PXanee Administrative Group 


(EVDIBOHFI3SPD(T)/enz Recinients/en= 500 1af52de4a427¢a3d34F1e072f8cb7- ener Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e1 8ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


GADB0000004197 


i b6 i. Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group {EYDIBOHFZ3SPULTI/CH=Racipieiits/cn= cd9e702fcf28414883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o= nae peas Administrative Group 


(OISOHFZIe POLL Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= BESIDICNE/ EM 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


an eaten ae re 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05292020.pdf 
MOORING Fircrest cn oaclonre enna saloias Dane eau cnet Ror a ntematsunce | 
Start: 5/29/2020 1:00:00 PM 
End: 5/29/2020 2:00:00 PM 


Show Time As: Busy 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 
Required Garner, Carlos; Bascles, Lionel; Vincent, Mike; Payton, Manzine; Cohen, Myron; Corey, Larry; Davey, Victoria; 
Attendees: Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, 
Mike; Nayak, Seema (NIH/NIAID) [E]; Qashu, Felicia; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, 
Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; Mensah, George; Weinmann, Gail 
Optional Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Kublin MD, MPH, James; Ferguson, Sue; Kenny, Dermot; 
Attendees: Gonzalez, Nina; Criffield, Robin; Hamilton, Nancy; yee Cheryl (FNIH) Mi Minnich, Beth; Mueller- -Reichenstein, 


od poate b6 |Carluccio, Dana; Heaton, peniiy: james Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; 


SaATeS: “llichaél (ENTA]: Tuvesson, Nancy; Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; 
Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 


Colleagues — Attaching the agenda for the call. Best, Karen 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. We’ll 
assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 


Join Zoom Meeting 


b6 


b6 ‘US (Chicago) 
:US (New York) 


S (Chicago) 
S (New York) 
S (Germantown) 
S (Tacoma) 
S (Houston) 
S (San Jose) 
IS (San Jose) 
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Find your focal number:! b6 


GADB0000004197 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 5/21/2020 3:33:55 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 5001af52dc4a427ea3d34f1e072f8cb7- menetskijp]; 


f Darker, Ashley (NIH/OD) [ET: bé 
(NIH/OD) [Ey Fb: cea SPEAR) 
i eae. b 6" —}Rao, Srinivas / Vn Anderson, James (NIH/OD) [E] 
b6 |; Tomas Cihlar} ~~ b6 sree | i; Qashu, Felicia (NIH/OD) [E] 

CC: i 

Subject: -ACTIV Preclinical working group (Friday meeting) oo . 

Start: 5/22/2020 3:00:00 PM 

End: 5/22/2020 4:00:00 PM 


Show Time As: Busy 


Recurrence: Weekly 
every Friday from 11:00 AM to 12:00 PM 


Reauiied i enh PR nr ae ah ae Ee Se re 
Attendees: 
Ashley (NIH/OD) (E]; Collins, Francis (NIH/OD) [E] bé | Adams, Peter 
(OS/ASPR/BARDA); Rao, Srinivas /US; Anderson, Isis (NIEI/ODY [EL Tamas GHIGE Gashu, Felicia (NIH/OD) [E] 
Optional Diamond, Michael; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; 


Attendees: Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; 
Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, 
Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, 
Jonathan; Prabhavathi Fernandes; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha 
(NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; 


GADB0000004245 


b6 IUSARMY MEDCOM: _b6__{USA); Nancy Haigwood; Gadbois, Ellen (NIH/OD) [E]; Hild, Sheri 


i 
ee 


(NIH/OD) [E] 


Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


iecting vi a ees 
Password: _ 
One tap mobile 


prec e eter tmeerereeeemee rete rmememsmememrmememrmememememememrmememememrmemememens 


b6 US (New York) 
i iUS (Chicago) 


‘US (New York) 
‘US (Chicago) 


! US 
‘US 
‘US (Houston) 


'US (San Jose) 
{US (San Jose) 


i i 


L 
Find your local number:; 
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From: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Sent: 5/21/2020 3:34:20 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou= wit Administrative Group 


i b6 i Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 
“EYDIBORFZ3SPDLT)/cn= Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 
ee Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHE23SPDLT)/cn= Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; 


b6 Parker, Ashley (NIH/OD) [E] 


‘/oz ExchangeLabs/ou=Exchange Administrative Group 
ele Se ae Recipieneyai= 306b2244466140faa95aaaafe06ebd70- eee 


eee tere revere tetera a yere erate eevee terete rere terere eres ace 


* Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou= Evcvanne Administrative Group 
ecipients/cn=3664472553/44696b2c79484d90ed165- -gashufm]; Tomas Cihlar 


Punturieri, Antonello (NIH/NHLBI) [E] ie Exc haneelanesoll= Exchiaiae Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria]; Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
[E] [/o= ele cae Exchange Administrative Group 


Pee cre ce er rere cee en nn on nn en en nee een eee eee eee ne ne occ ceee renters rneeeeeveieeeveneveseneneed 


cc: ‘Wholiey, David (FNIH) [T] os ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBONE 23S DU ens peenen 279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 


ee tee b6 —_—_—___ § Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 

RTT SECA ase Recipiants/ene £97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
{kathrin.jansen@pfizer.com]; Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Alvarez, Rosa Maria 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 
Elizabeth [elkim@deloitte.com]; Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137al1e]; Wachtel, Jonathan [jwachtel@deloitte.com]; Prabhavathi 


Fernandesi bw iDiamond, Michaeli DS t Rose Li 


GADB0000004384 


i b6 + Dana Carluccio} b6 ; Lagos, Enrique (NIH/NCATS) 


TE] [/o=ExchangeLabs/ou= Behange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 


alas i eee seen EiNsenS meme eS NNaTT ES _ . , pamhumsiesesacmnaes saious neaiaes as sai anand sp nmeennessnsSenuen venues savas raiuineeaconwensetencanen aaony: 


ae b6 ____.,Dave Frankowski be} antoinette_aric 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6b844cf]; Lowy, 
Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 

[/o= Pxcregelabs/oucexcuenee Administrative Group eS edbee - user280c84f8]; 


Sree ele t ILENE IER e SCIEN mIEIE IRIE ImERTe Ele mem Towser emeTmemreeTe, 


ewe RINNE SERRE eee eETE EEE URETE sere rmsmemmimrmre mre 


Administrative Group TE VISGH ESS BUUREN intent < obs psdsi0ad34-40ccscoieee si iecad embival 
Lerner, Andrea (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53254f4fb04e4bcbabe37940b4b41887-fennellyam] 


Subject: ACTIV Preclinical full working group 

Attachments: Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; ACTIV Preclinical full working 
group; Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; 
Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; 
Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; 
Untitled Attachment; Subgroup discussion of prediction of therapy resistance from emerging viral sequence data; 
Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; 
Untitled Attachment; Untitled Attachment; Untitled Attachment; Untitled Attachment; Canceled: ACTIV Preclinical 
full working group; Untitled Attachment; Untitled Attachment; Untitled Attachment 


Location: b6 i 
Start: 1/13/2021 3:00:00 PM 
End: 1/13/2021 4:00:00 PM 


Show Time As: Tentative 


Recurrence: Monthly 
the second Wednesday of every 1 month(s) from 10:00 AM to 11:00 AM 


Required Hild, Sheri (NIH/OD) [E];: b6 


Attendees: | b6 i 


GADB0000004384 


Optional WhOIey David (FNiH) [T]; picledié. Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, 

Attendees: Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, 
Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa 
Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana 
Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) 
[C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) 
[E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, 


James (NIH/OD) {E]; Hawk, Harrison; Mason, Stephen;! b6 jConnelly, Sarah; 


i b6 ? Lumsden, Joanne (NIH/NCATS) [c]; K C Kent Lloyd; b6 ‘Embry, Alan 


(NIH/NIAID) (E]; cerieh Andrea (NIH/NIAID) [E] 
Changing time for preclinical WG 


Joe Menetski (he/him/his) is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


; US (Washington DC) 
# US (Chicago) 


(US (Washington DC) 
iUS (Chicago) 


| US (New York) 
US (San Jose) 
'US (San Jose) 


US (Tacoma) 
'US (Houston) 


Find your ‘local number: b6 


GADB0000004384 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/21/2020 4:14:59 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 


‘Ruxandral 6 Eisner, Mark | b6 EGotesdlener, Keith 


Woz ExchangeLabs/ou= Exchange Admitiisteative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[elkim@deloitte.com]; LaVange, Lisaf = b6SSSSCSSC Lewy, Elliot; b 6 ened i | Mellors, John W 
[/o=ExchangeLabs/ou=Exchange Admi 

Menon, Sandeep 7 eee een de . 


Administrative Seer 


i Proschal; Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= exchange 
annie Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

TENDIBE HE Zoo OL) che SiGe Dies TOE Lee 07 dee regen ee eeeee/ 12>: -Sylva.Colli]; Amanda Peppercorn 

+ Higgs, Elizabeth (NIH/NIAID) [E] 


Vee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ACODIBONEZS9¢ Del éene Recipients/cn= e€8338dd7cdcd432e986961f1548c5ec6- korosiietemis Burgess, Timothy 


TDIROHPEseBLe Recinienisfcie ‘a62d88ba0c3b44e3bb922236c61304b3- einecklay Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
REYDIB OBE ZS SEDET)/ene Retipienis/cy ti ee secede ete /esebedtie: plea ool: Desrosiers, Betsy 


[/o=ExchangeLabs/ou=Exchange Acinaniseaivie Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000004249 


A(FYDIBOHF23SPDLT)/cn= Recipients/cn= =54fa75fe6e304e34ba567c66b832baa0- drl.h ix.n]; Young, John 
i : Butcher, Tina} 


H | Macone, Erin: 


2 i. Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cnz Recipients/cn=40cO4fef6fle46fSb750753cdSa14f93- tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2F486d] :DanaCarluccioi  ——*| b eee Rose 


i b6 ! i Mollica, Linda 7st b6 | Qashu, Felicia FRini/eB) [E] 


(FYOIBOFFISSPOL che Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 


Subject: ACTIV TX-Clinical Working Group Meeting #7 

Attachments: ACTIV Therapeutics-Clinical Full Working Group_21May2020 Meeting Guide.pdf 
Location: i b6 
Start: 5/21/2020 6:00:00 PM 

End: 5/21/2020 7:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Hse Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 

* Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 


(NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [ 
Dear ACTIV TX-Clinical WG, 
Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 


GADB0000004249 


: Join Zoom Meeting eee 1 
Meeting ID:| be 
Password: b6 
Onetap mobile 
b 6 ‘US (Chicago) 


i‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (Tacoma) 
‘US (Houston) 


'US (San Jose) 
‘US (San Jose) 


lina Stsiaisctas aif opeamuenaiiainmimmnaainnmbsstsi ost kees 
pet lp retinal 


GADB0000004249 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/21/2020 4:19:16 PM 

To: Koroshetz, Walter (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EDIE OME SSS RL ene Regpients/on- €8338dd7cdcd432e986961f1548c5ec6- reaeedal Eric Hughes 


(FYDIBOHE23SPDLT)/en= Caner mene Naimish Patel 
{NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ALE a decides cel eda Se ccolvis]; Young, John 


{EYDIBOHE23SPDLT)/enc Si ipienicieas0sbiiacybentsiardiza4cnebaacio-cordlel 
cc: Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group EP YDIBO AE 233k DEN) Peli =Reelbie its/ r= ot tata acta 2/ ed ee tee cee meneewe) Alvarez, Rosa 


Parker, Ashley (NIH/OD) [E] Wee excianeelabs/oue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= =279e14fa7428415bb86087d08b628e6F-melencioc]; Lucas Smalldon 


i i | rr i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 


Subject: RE: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 


Thanks, Walter! 


Stacey J. Adam, PRD 

CHrector, Cancer 

Research Partnerships ee ee 
Direct: | b6 7 Mobiles} b6 


From: Koroshetz, Walter (NIH/NINDS) [E] : b6 
Sent: Thursday, May 21, 2020 11:30 AM 


ss 5 Colvis, Christine (NIH/NCATS) (E}F 
, Peter (FDA/CDER) } re |: 
;, Buchman, Tim (0S/ASPR/BARDA) (CTR 


Mesteietescisiereimye essere iSierereiermiecerercemisicemrmrcnireemterercie etme terme cement rset 


ienael : ‘ Keith Gottesdiener: 


4; Young, john 
Poole, Mike 


APARO000005316 


_ bs __§ Melencio, cen 
| Walker, paula (NIH/NINDS) [E] 


<FNlIH@roseliassociates.com> 
Subject: RE: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 


Links to the most relevant part of the CTSAs—Some of the Trial Innovation are powerhouses for clinical trials 
(Duke/Vanderbilt? . TICs 


Genter for Innovative Triais in Children and Adults (TRIDENT)(link is external) 


Institutions: Duke University and Vanderbilt University Medical Center 
Principal Investigators: Daniel K. Benjamin, Jr., M.D., Ph.D. (Duke), and Gordon R. Bernard, M.D. (Vanderbilt) 


Utah Trial Innovation Center(link is external) 


Institution: University of Utah 
Principal Investigator: Jonathan Michael Dean, M.D. 


Johns Hopkins-Tufts Trial Innovation Center(link is external) 


Institutions: Johns Hopkins University and Tufts University 
Principal Investigators: Daniel F. Hanley, M.D. (Johns Hopkins), Daniel E. Ford, M.D. (Johns Hopkins), and Harry 
P. Selker, M.D. (Tufts University) 


Walter 


Sent: nea May 20, 2020 9:50 PM 

To: Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; Mellors, John W; Naimish Patel; Colvis, Christine 
(NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); Vincent, 
Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, Elizabeth 
(NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 

Cc: Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;i bo | 
Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 
(NIH/NINDS) [E]; Ward, Jackie (NIH/NINDS) [E]; Rose Li Central Account 

Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 

When: Thursday, May 21, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Dear TX-Clinical Agent Prioritization Subgroup, 
Please find attached the formal summary from yesterday's meeting. 
in addition, please find the slides for tomorrow’s meetings. Please let me know if you have any amendments or 


additions. 


Thanks, 
Stacey 


APARO000005316 


b6 
Meeting ID:!  b6 
Password:: _b6_ | 
(ne tap mobile oe : 
b6 ‘US (Chicago) 


‘US (New York) 


1 US (Chicago) 
1 ‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 


aaa US (Houston) 
Meeting ID: b6 
Password:| b6 
Find your local number:! b6 


esc sige ms cites tuts ado teas etnias diam eset lena nla 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/21/2020 4:44:16 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
Ee eee ee DECLAROR. fd]; Draghia-Akli, 
Ruxandrai ae i 


7 + Poole, Mike 

: preschan Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= exchange 
nL __ all Recipients/cn=7b45059209b4468bb4ba02bO0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPOLT)/en= aol del =f6b8f588067140fe988f0832¢2387725- -Sylva.Colli]; Amanda Peppercorn 
iHiggs, Elizabeth (NIH/NIAID) [E] 


[os ExchangeLabs/ou=Exchange Adrainisteative eee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AFYDIBOHE23SPDLT)/cn=Recipients/cn=e8338dd7cdcd43 2e986961f1548cSec6- -koroshetzw]; Burgess, Timothy 
i b6 ; Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
“TFYDT BOREZSSPDLT)/ch=Recipients/cn= a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DIBA SeY OLN IG A a aa hati el ecto cl -ccolvis]; Desrosiers, Betsy 
Pa heed held accent {aa a abl eden "| Kurilla, Michael (NIH/NCATS) [E] 
ee ExchangeLabs/ou=Exchange Adrhinisteative Grone ee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou= anes Administrative Group 


APARO000017120 


Demarcus: b6 {Macone, Erini b6 i; Melencio, Cheryl (FNIH) [T] 


Peedi tc a ; § Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ree rere nTtiY mae Recipients/cn=40cO4fef6fle46fSb750753cd5a14f93- tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= userse2t4B6d); Dana Carluccio! Be io ee } Rose 


.raepenangal aBS STE EShihee Adnainisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda] 


Subject: ACTIV TX-Clinical Working Group Meeting #7 

Attachments: ACTIV Therapeutics-Clinical Full Working Group_21May2020 Meeting Guide.pdf 
Location: b6 
Start: 5/21/2020 6:00:00 PM 

End: 5/21/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin;i be ‘| Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 


(NIH/NHLBI) [E]; Goff, David (NIH/NHLBi) (E) | bé i Rubin, Daniel B. (FDA/CDER) 


Dear ACTIV TX-Clinical WG, 
Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 
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‘US (Chicago) 

Dial by your location. 

: US (Chicago) 

: US (New York) 

‘US (Germantown) 

US (Tacoma) 

: US (Houston) 

US (San Jose) 

|. JUS (San Jose) 
Meeting ID:! b6 
Passwords, 6 
Find your local number: } b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/21/2020 4:44:18 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
IRD IBORE 235) DUT) cu Reapients/cn= Ce Draghia-Akli, 


precinct ener mentberememimememimemememeeimemememememememete FI 


[/o=ExchangeLabs/ou=Exchange hamninistekve Group 
ee peel tte ice ei gla A LE Kim, Elizabeth 


Read, Sarah (NIH/NIAID) [E] [/o= mete ay Exchange caciniaistiative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

Ot Oe Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 


* Garner, Carli b6 | Higgs, Elizabeth (NIH/NIAID) [E] 
toe ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


Ue eel gS ated el Heclplenisy eh-e sas eau renee tS Zag seoetiiawacaecer Rorenetae) Burgess, Timothy 


“ (EVDIBOHF23SPDLT)/enz Redinients/eh= ‘462d88ba0c3b44e3bb922236c61304b3- réinedkdal Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
pO nre eer DEN ete Recipients/cn=4b7e84cce098457896b2df19fa172c87- oe Desrosiers, Betsy 


b6 } Jansen, Kathrin i i Vas couse sitet as EM b6 gL ' Kurilla, Michael (NIH/NCATS) [E] 
te saeychangelabs/oucbxchanae Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn= otia/piebes hes tbabb/cbenes2baa0- a helix.n]; Young, John 
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i 


b6 iMelencio, Cheryl (FNIH) [T] 


‘eyIROH eS cPDUTER Se entsien acoat ea ep reo resect: santaeea Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


‘oz ExchangeLabs/ou= Exehanie Adnoinisteative Greil. 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda] 

Subject: Slides for ACTIV TX-Clinical Working Group Meeting #7 

Attachments: ACTIV Therapeutics-Clinical Full Working Group_21May2020 Meeting Guide.pdf 


Dear ACTIV TX-Clinical WG, 


Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
rial Cancer 


b6 ‘US (Chicago) 
{US (New York) 


Dial by your location | 
‘US (Chicago) 
‘US (New York) 
‘US (Germantown) 
‘US (Tacoma) 

‘US (Houston) 


inte ainseinimee eiaseiereietere: 


GADB0000003929 


Us (San Jose) 
{een (San Jose) 
Meeting ID:; b6 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: 5/21/2020 4:54:26 PM 


To: Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{EYDIBOHE23SPDLT)/cnsReciplents/sn=ad341.2.2099984f9 Mbedhe(038d27/5cd/-ottingerea); 
ae be dass, Peter 
(05/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group) 
{EYDIBOHF23SPDLT)/cn= Recipients/cn= f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams];! iui (Or ict. 


ee ee i; Colvis, Christine (NIH/NCATS) [E] [/o= Bich ancelabs/ous Exchange Administrative 
Eroup (EYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(EYDIBOHF23SPDLT)/cn= Recipients/cn= 8a5ace9923ae415aa3d85ac09ch76f85- DEMINGD. fda]; 


Steiaiar meas nimsmrm arate eietarecetabnvniasmiererSiesminimensatain imrmiatavetn i membainicvainiararavetmrmtaratmtaraaiaeniniaverataimcniel 


cc: Simon, Dina (NIH/OD) [C] os ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Florence, Clint (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
IOI HE ZS ee DiI) Recipients/cn=4b7e84cce098457896b2df19fa 172c87- ccolvis]; Desrosiers, Betsy 


__j Hughes, Eric! b6 i; Jansen, Kathrin 


(FYDIBOHF23SPDLT)/cn= Aeeinienislen® sesescogiedaaapsbeadsaoc7Z7acit seal Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb683 6de44e1 8ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Tolman, Brett polmate se cite com]; Wachtel, 
Jonathan Hwa citer veloite: com]; Prabhavathi Fernandes! 


i... 


Jonson, Samantha (NIH/NCATS) [E] [/o= ea Evchandé Administrative Group 


GADB0000003923-2441844 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Se Recipients/cn= sbbac95b1f6e4514a299b318030c31f6- hee de Rodriguez, Robin D 


[/o=ExchangeLabs/ou= Eke haiise Aaianitsirative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 


[bstratton@DELOITTE.com]; Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 

Attachments: 2020-05-20 Preclinical _WG_Summary_Fi.docx 


Dear Preclinical Working group members and attendees, 


Please find the minutes from yesterday’s meeting attached. Thank you for a very interesting meeting and all of the work 
you continue to do for the ACTIV effort. 


Best regards, 
Joe and Rosa 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:43 PM 


To:! 


Parker, Ashley (NIH/OD) [E]; Collins, Francis (NIH/OD) [E]; Rao, Srinivas; Qashu, Felicia (NIH/OD) [E]; Tomas Cihlar 

Ce: Simon, Dina (NIH/OD) [C]; Florence, Clint (NIH/NIAID) [E]; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) 
{E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; 
Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, 
Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, 
Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique 
(NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin 
D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen 
(NIH/OD) [E] 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 20, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & ee 


Ps ecietcs eee aanein enact ans cine anna Wicca canada enn ese nest scenic naa aR mhreieie es essmomeeavNaesinn eerie meenciionet 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join ZOOM Meet ne , 


| b6 | 


GADB0000003923-2441844 


One tap mobile 


b6 US (Germantown) 
US (Chicago) 


iUS (Germantown) 
‘US (Chicago) 


US (New York) 
‘US (San Jose) 
iUS (San Jose) 


'US (Tacoma) 
‘US (Houston) 


Meeting ID 
Password: pe | 
Find your local number: b6 i 


GADB0000003923-2441844 


From: Michael Hughes? b6 
Sent: 5/21/2020 5:48: ‘icmi 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


inane aaa Recipients/cn= dcd875f0679648859e1cf101c0943414- oo LaVange, Lisa M 


a be }j Sandeep Menon { 
Vos ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Becipten tency Worth a sates Pesan FARLEYJ.fda]; Karen mn Price 


| b6 Up SITET sk i ces alee skate nals 
oo David Aer ; Fischer, William A. Il 
nas bo... p Javan, Arahatig (NIH/ATAID) TE] Tostxchangetabs/ous Exchange Administrative 


[/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co];,. 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

pceleeel Zac een Reel pienis/ en ete incr cee scenes 2ebactssber/7s- OmpEL: li.jonathan 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn= 60008133606b4f75835d3c77c2eeadb7- -Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


CC: DeMarcus, Forrest i Si “(CC “' Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b75075 3cd5a14f93-tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou= ered Administrative Group 


peeteter ermine memememememeni, Ff tearm ememem emcee emsmseemseememsmemsmcmcmemememememeesen 


| De smith dowd, BS Pa leotla| BB} 
“Ajay Nirulai sb _— i i Elsaid, Olivia [oelsaid@deloitte.com]; Robert Jan Benschop 
a ae pieiShenf "be 

Subject: Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Hi Stacey: 

Tomorrow, | can make the following times: 
8-9:30 EDT 

10:30-2 EDT 

4:30 onwards EDT 


Michael 


From: Adan, ccey (FNIH) iv ; 


Sent: Thursday, May 21, 2020 1:41 PM 
To: LaVange, Lisa M; Michael Hughes; Proschan, Michael (NIH/NIAID) [E]; Eron, Joseph J Jr; currier.judith; Eric Hughes; 
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Sandeep Menon; read.sarah; Price, Dionne EDA CDER) Rubin, Daniel B. EDEL EDEN Farley, JOnAAEDAVEDER) Karen 
Lynn Price; i 


(OS/ASPR/BARDA) 

Cc: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 

Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Hi Lisa, 


You are correct. | did have on my to do list for today to get together a meeting of the statistical team for either tonight, 
tomorrow, or Saturday, according to my notes. 


| was going to send a note to the stats group for their availability, but if you all wanted to suggest times for tomorrow 
that you are available on this thread, | will work to get a meeting scheduled and an invite out. 


Thanks, 
STacey 


Stacey J. Adam, PhD 
ees Cancer 


From: LaVange, Lisa Mi b6 


Sent: Thursday, May 21, 2020 1:34 PM 
Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Thanks, Michael. | believe it is premature to submit the protocol to your Internal review committee. My take-away fram 
yesterday's meeting was that the next step would be for the subgroup of statisticians to meet to discuss the simulations 
required for the revised trial design. The proposed revisions to the design are needed, in my opinion, to give us the type 
of flexible, fast-moving master protocol we need to screen a large amount of monoclonal antibodies. But we need to 
work out some of the design details, so let’s have that next meeting as planned. Hoping we can schedule it for some 
time tornorrow and will work with Stacey to find a time. 

Lisa 


From: Michael Hughes | b6 : 


Sent: Thursday, May 21, 2020 11:03 AM 
Subject: Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Hi All: 


we would not be able to send for CSRC tomorrow. 
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| have particular concerns about the need to use the Bayesian paradigm, particularly for Phase Ill. For a given 
agent, the Phase 3 study is a fairly simple study involving evaluations for safety, clinical symptoms, and the 
primary outcome measure of hospitalization/death. We proposed to use standard group sequential 
monitoring methods which are flexible (using the Lan-DeMets approach for flexible timing of interim analyses 
with an O'Brien and Fleming type stopping guideline). | think the seamless phase Il to phase 3 aspect of the 
design can be incorporated into this flexible approach by just considering the "look" at the data at the end of 
phase Il as one "look" at the phase 3 primary outcome. This provides protection for the Type | error rate for 
each specific agent. We can overlay a the possibility of a simple futility rule, eg at >=50% enrollment, to allow 
stopping for lack of effect (can be justified using a Type II spending boundary, conditional power, or evena 
Bayesian type rule). 


| think this is all quite straightforward. | worry that putting the Phase 3 trial into the Bayesian paradigm gains 
very little but adds complexity in terms of having to confirm that any Bayesian decision rule does protect Type 
| error rate for regulatory purposes, and in terms of explaining to many different companies and ultimately to 
a broad audience. In addition, if the study does go global, it increases the complexity of explaining to IRBs and 
other review groups. 


| would prefer to leave Phase 3 using standard (widely used) statistical methods. | would also favor using 
standard methods for analysis of Phase 2 data but do agree that Bayesian analyses might also be used for the 
main efficacy outcome measures to provide an additional perspective in decision-making --- though the main 
graduation rules (eg observing an absolute 20% reduction in % positive for SARS-CoV-2 at an measurement 
time, and/or a 20% reduction in mean symptom duration) are straightforward and well-powered. 


| would welcome feedback. 


Many thanks, 
Michael 


From: Proschan, Michael (NIH/NIAID) [E]4 i 
Sent: Thursday, May 21, 2020 8:52 AM 
To: LaVange, Lisa M; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric Hughes; Sandeep Menon; read.sarah; 
Price, Dionne aoe Rubin, Daniel B. DA ODER) Farley, John (FDA/CDER); Karen ie ld Price; smith.davey; 


ioe ee a7 kim. ra REE TT Marks, Gilbert OSfASPR/eAROA (CTR); Kozak Wisring es/McaREAROA 
Cc: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 


Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


/ think the question is! 
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ee eth ae 


b6 i; Kim, Peter (NIH/NIAID) [E]} 
eer) (CTR); 


~ielaininieveraicceiminiermiaseemveversrerarecarcrersrosy 


i; a Nirula 4. 4 


From: Eron, Joseph J Jr 
Sent: Wednesday, May 20, 2020 6:23 PM 
To: Adam, Stacey (FNIH) [T]: 


ischer, William A. HT 
: p; Roa, Jhoanna } 


Benschor 
Subject: RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting- 3 


Here js my pencil for the group — especially Michael, John and Lisa 


b5 
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Joe Eron MD 

Professor of Medicine 

University of North Carolina at Chapel Hill 
School of Medicine 


From: Adam, Stacey (FNIH) [T]i b6— 


fansmvmrmratimrmsmentmrmemememeermrencenrensecmsrmnrmemrmrmememey 


: LaVange, Lisa M 


‘Sandeep Menon: 


es <a i wen, Daa 
Fischer, Will iam At ac Eron, Joseph J Jr 


dhoanna Roai “ron Joseph j Jrj b6 i; Smith, David 


pin tereterermemiocmemimnare see ae ae 


“Olivia <oelsaid@deloitte. com>: uRehert Jan a 
Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting- 3 


Dear mAb Outpatient WT, 
The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol would like 
to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Des Cancer 


‘Meeting IDE 
Password! 


One tap nau 
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b6 US (Germantown) 
i US (Chicago) 


Naas cepacia cetacean tene ne acing each change ananassae ata entsancoeianal 


US (Germantown) 
iUS (Chicago) 


US (New York) 
'US (Tacoma) 
US (Houston) 


US (San Jose) 
_1US (San Jose) 
Meeting ID: 
Password: a 
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ee ee eet 


From: Michael Hughes! b6 


ec cats neaineeiais cm Gib ne civeaventiandccacomtinss seapacaas nmidcualell 


Sent: 5/21/2020 5:54: 02 PM eran ene eee 

To: LaVange, Lisa M i a. DG! 3s ; } Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham] 
Eron,JosephJJri b6 ~~~ $ Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy 
Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Recents 89008 2c7cLer4202hOfa32320cd1 6650-1 siscurrier. m]; Eric Hughes 

ea eg echoed ras b6 tread, Sarah (NIH/NIAID) [E] 


ve ExchangeLabs/ou= Exchange Adininistrative eee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc- FARLEYJ.fda]; Karen an Price 


“j smith. davey |. 


i= RET ISSPOEIT © ie dss es avanaiel Roa, Jnhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; li.jonathan 

ee. be _§ Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Seka A ela Marina.Koza] 


pee tesenemreecmemsmemimtmsecensmseermrmrerermrmsmsmememseny 


cc: DeMarcus, Forresti BGs + Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b75075 3cd5a14f93-tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou= oe Administrative Group 


Sale ....»iElsaid, Olivia [oelsaid@d 
eee - <-d Lei Sheni_ b6 


Subject: Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Hi Lisa, 

That's fine. Perhaps you and Karen could circulate some brief details of the Bayesian model framework and 
associated priors for each outcome measure you are envisaging? --- | think that would help in moving things 
along. 


Looking forward to discussing, 


Michael 


From: LaVange, Lisa Mi b6 i 


Sent: Thursday, May 21, 2020 1:34 PM 
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To: Michael Hughes; Proschan, Michael (NIH/NIAID) [E]; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric 
Hughes; SendeeP Menon, read.sarah; Price, Dionne EDAYEDER), Rubin, Daniel B. a DAI CDER), Batley John EDAVEDER), 


(oe MepREARON 

Cc: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 

Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Thanks, Michael. | believe it is prernature to submit the protocol to your internal review committee. My take-away from 
yesterday's meeting was that the next step would be for the subgroup of statisticians to meet to discuss the simulations 
required for the revised trial design. The proposed revisions to the design are needed, in my opinion, to give us the type 
of flexible, fast-moving master protocol we need to screen a large amount of monoclonal antibodies. But we need to 
work out some of the design details, so let's have that next meeting as planned. Hoping we can schedule it for same 
time tomorrow and will work with Stacey to find a time. 

Lisa 


Subject: Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Hi All: 


The ACTG team was hoping to submit the A5401 protocol tomorrow to the NIAID Clinical Science Review 
Committee for their review. The protocol design uses standard (widely-used) statistical methods for interim 
and final analyses but we received the feedback (attached) from ACTIV about moving to fully use Bayesian 
methods, so wanted to respond and get thoughts back as this is a substantial change --- and would mean that 
we would not be able to send for CSRC tomorrow. 


| have particular concerns about the need to use the Bayesian paradigm, particularly for Phase Ill. For a given 
agent, the Phase 3 study is a fairly simple study involving evaluations for safety, clinical symptoms, and the 
primary outcome measure of hospitalization/death. We proposed to use standard group sequential 
monitoring methods which are flexible (using the Lan-DeMets approach for flexible timing of interim analyses 
with an O'Brien and Fleming type stopping guideline). | think the seamless phase II to phase 3 aspect of the 
design can be incorporated into this flexible approach by just considering the "look" at the data at the end of 
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phase Il as one "look" at the phase 3 primary outcome. This provides protection for the Type | error rate for 
each specific agent. We can overlay a the possibility of a simple futility rule, eg at >=50% enrollment, to allow 
stopping for lack of effect (can be justified using a Type II spending boundary, conditional power, or evena 
Bayesian type rule). 


| think this is all quite straightforward. | worry that putting the Phase 3 trial into the Bayesian paradigm gains 
very little but adds complexity in terms of having to confirm that any Bayesian decision rule does protect Type 
| error rate for regulatory purposes, and in terms of explaining to many different companies and ultimately to 
a broad audience. In addition, if the study does go global, it increases the complexity of explaining to IRBs and 
other review groups. 


| would prefer to leave Phase 3 using standard (widely used) statistical methods. | would also favor using 
standard methods for analysis of Phase 2 data but do agree that Bayesian analyses might also be used for the 
main efficacy outcome measures to provide an additional perspective in decision-making --- though the main 
graduation rules (eg observing an absolute 20% reduction in % positive for SARS-CoV-2 at an measurement 
time, and/or a 20% reduction in mean symptom duration) are straightforward and well-powered. 


| would welcome feedback. 


Many thanks, 
Michael 


From: Proschan, Michael (NIH/NIAID) [E] 
Sent: Thursday, May 21, 2020 8:52 AM 
To: LaVange, Lisa M; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric Hughes; Sandeep Menon; read.sarah; 
Price, Dionne pee Rubin, Daniel B. velar Farley, John (FDA/CDER); Karen veynn Price; Simi devey: 


Ae ee ee erent seiner resm eminence 


éc: DeMarcus, Paresh Tountis ap (TI; Wachtel, Jonathan; Elizabeth kim; parker Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 
Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Mike. 


From: pineal ce Lisa Mi... 
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From: Eron, Joseph J Jr 
Sent: Wednesday, May 20, 2020 6:23 PM 


' | Eric Hughes 


“Py Read, Sarah 
+; Rubin, Daniel B. 


>; Fischer, iia) ql 


Subject: RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT" Wwieeting- 3 


Here is my question for the group — especially Michael, John and bisa etn , 
My question | 


Joe Eron MB 

Professor of Medicine 

University of North Carolina at Chapel Hill 
School of Medicine 


APAR0000005312-2444037 


jeron@med.unc.edu 
919 843 2722 


; peroschan Michael (NIH/NIAID) [E] 
+; Price, Dionne (FDA/CDER) 
: a Rubin, Daniel : FON Cbete ae Farley, John (FDA/CDER) 


Sue RE: Confirmed: ACTIV 1X- Clinical mAb Outpatient WT Meeting-3 


Dear mAb Outpatient WT, 
The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol would like 
to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


b6 ‘US (Germantown) 
ENTE Te Ee IT er ices ee RTS JUS (Chicago) 


US (Germantown) 


‘US (Chicago) 
‘US (New York) 
iUS (Tacoma) 


iUS (Houston) 
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From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/21/2020 7:05:20 PM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 


Ruxandra | b6 F Eisner, Mark! b6 iF Gottesdiener, Keith 


al aaa Hughes, Eric! b6 F Judy Currier 


6  Pioschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= ice 
aneraace CcaePDIGOIGE poinicn Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

al csleced elias Recipients/cn= =f6b8f588067140fe988f0832¢2387725- -Sylva.Colli]; Amanda Peppercorn 

': Higgs, Elizabeth (NIH/NIAID) [E] 


(/oz ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o= aie an em SEXenGnES Administrative Group 


(FYDIBOHF23SPDLT)/cn= Reciplentsfou= ‘462d88ba0c3b44e3bb922236c61304b3- -dineclel; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce09845 7896b2df19fa172c87- -ccolvis]; Desrosiers, Betsy 


ae TE i; Jansen, Kathrin | ees “} Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 


[/o=ExchangeLabs/ou= aeiedias Administrative Group 
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Demarcus: b6 i Macone, Erin; b6 i i Melencio, Cheryl (FNIH) [T] 


*(FYDIBOHF23SPDLT)/enz Re ipieisen ier eases ee: santaeea Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


PNDIBOHE 235) DE) ee N-aDinis/ on tel acer teedy Dana Carluccio! b6_ i; Rose 


{ios exchancetabejouse nance Adrainisteative drei 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd] 


Subject: ACTIV TX-Clinical Working Group Meeting #8 
Location: i 

Start: 5/28/2020 5:00:00 PM 

End: 5/28/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio, Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin ee. b6 i Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 
(NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [EV ee bo % } Rubin, Daniel B. (FDA/CDER); Marston, Hilary 


(NIH/NIAID) [E] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


b6 | 


APARO000017119 


Meeting ID: b6 


i 
oan oearrarraseararsaiely foe eee ee 
i 


Password: _bé 


Wie scistmeanmemacces 


b 6 ‘US (Chicago) 
‘US (New York) 


'US (Chicago) 

‘US (New York) 
‘US (Germantown) 
US (San Jose) 

‘US (Tacoma) 

‘US (Houston) 


APARO000017119 


From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/21/2020 7:05:22 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

age Recall i meh aaa ae Draghia-Akli, 
eral Keith 


Voz ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= =Recipients/cn= 2008 2¢ 7s 1202B01S 353 20ed 76650. scurrer ml; im, Elizabeth 
[elkim@deloitte.com]; LaVange, Lisai. } Mellors, John W 
[/o=ExchangeLabs/ou=Exchange Admi ive > Group (FYDIBOHF23SeD ET Tene Recipients/cn= ‘user257cb364]; 
“t 5 Parker, ee! (NIH/OD) [E] [/o= pilin ned exenanee 


' Proschali Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= Bicnne 
‘Aaministeative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Reena eee “Sylva. Coli); Amanda Peppercorn 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AMOIBP HES SoeUL TENS Recipients/cn= e€8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Burgess, Timothy 


i 1 Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(EYDIBOHF23SPDLT)/enz Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce0984 2df19fa172c87-ccolvis]; Desrosiers, Betsy 


Nae eee a aaa | jansen, Kathrin (7 “7: Kurilla, Michael (NIH/NCATS) (E] 


{oz ExchangeLabs/ou=Exchange Adininistestive Group 


APARO0000020444-2441924 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou= pies Administrative Group 


ae be |; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/cn= Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio |. b6 ! Rose 


Li Central Account [FNIH @roseliassociates. combi Anderson, Margaret [marganderson @deloitte.com]; Lucas 


FYOROHEZSCDI ica Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahgal]; Kiley, James (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Groesch, Mary (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa] 


Subject: ACTIV TX-Clinical Working Group Meeting #8 

Attachments: = ACTIV_TX-Clinical_Working Group Meeting Guide_20200528.pdf 
Location: b6 
Start: 5/28/2020 5:00:00 PM 

End: 5/28/2020 6:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E] 
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Optional 
Attendees: 


Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 
(NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
cece cos ee cuceiae | 

(NIH/NHLBI) [E]; Goff, David (NIH/NALBI) TET: b6 i; Rubin, Daniel B. (FDA/CDER); Marston, Hilary 
(NIH/NIAID) [E]; Hoots, W. Keith (NIH/NHLBI) (E]; Wensah; George (NIH/NHLBI) [E]; Kiley, James (NIH/NHLBI) [E]; 


Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E] 


Dear TX-Clinical WG, 


Please find attached the slides for the meeting today. We will have some slight updates on the mAb criteria to 
discuss, but otherwise these are what we will use to review. 


Thanks, 


Stacey 


Join Zoom Meeting 


b6 | 


US (Chicago) 
i US (New York) 


'US (Chicago) 
‘US (New York) 
‘US (Germantown) 
‘US (San Jose) 

‘US (Tacoma) 

‘US (Houston) 

US (San Jose) 


i 
i 
! 
Pttnsmrmsmnmetien 


Password:! 
Find your local number: b6 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFGF1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/21/2020 9:09:35 PM 

To: i 


ious (VOIBOHESSSPOLTV ene ee 12591c90404e46caba73079cf4a5e2ea- neere Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ied seat desattiee heli Seen: aid0fb9f055940c39b387cae2485faa6- eorestey: Garner, Carlos 


(EYDIBOHE23SPDLT) /ene mecipienia/ci=bs61 14-7 bc oreatee7di294cibuaee1a cored: Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbOb9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ileus cealiee diet Ai Aol ee Resnansky, laura 


cea (FYDIBOHF23SPDLT)/cn= to pl catalan tade4ab40 J eaeshe 7-0 (a iesdcad weanchel 
cc: Wachtel, Jonathan [jwachtel@deloitte.com]; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fal72c87 -ccolvis]; 


panveneenseneensenvansancensmisanemsmsancessinimememsaeeseemnermony 


Hughes, Ericy b6 ob Jansen, Kathrin} b6 i; Lowy, Douglas (NCI) 


iOones ton ae Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recpients/cas Da Bh COE RO tile naar ieee eeeOee- readsa]; Young, John 


(NiH/NELBI) [C] [/o= Seren rae Exchange Administrative Group 
IES DIO REZ Sr OU) /cne Rigel Dienits/cn= 47 sebGaGsesesGabe0/SeLedelisve cs picodil: Quadros, Nora 


(FYDIBOHF23SPDLT)/en= Recioients/chi= 8e2b174d9bf748e9aa5ed901b4c5a3d9- katzrdl: Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6el1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEP O nee Recipients/cn= 306b2244466140faa95aaaafeO6ebd70-parkeras]; Carluccio, Dana 

i ee |; Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
‘Group (EYDIBOHE23SPDLT)/en= Recipients/cn= 279e14fa7428415bb86087d08b628e6f-melencioc]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


‘ Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 


APARO000006508-2441289 


[/o= itil peat Aer ape Administrative Group 


ALDER ee CELUI ECO INE ost 


pote tt MO Boe ty gr Wholley, David (FNIH) [T] [/o= Pane Exchange Administrative 
aan (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Summary and action items - CT Capacity WG meeting #10 

Attachments: Clinical_Trial_Capacity_Working_Group_Meeting_10_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the surmmary and action items for meeting #10 (May 15, 2020) of the full working group. The next 
full working group meeting is scheduled for Friday, May 22 at 9 am eastern time USA. 


Thanks! 
Karen 


Karen H. Tountas, PAD 
Scientific Program Manager 
ea aa for the National Institutes of Health 


Donate to the FNIH's Pandemic Response Fund to combat COVID-12: fnih.org/pandemic 
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From: Culp, Michelle (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4E38FA37E0424217AA0A283CBA9ES098-MCULP] 


Sent: 5/21/2020 9:58:09 PM 

To: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: RE: Slides for ACTIV TX-Clinical Working Group Meeting #7 

Yes and yes. 

Let’s just do a Skype call. 

From: Gadbois, Ellen (NIH/OD)[E]i 6 

Sent: Thursday, May 21, 2020 5:55 PM 

To: Culp, Michelle (NIH/OD) [E]{ be 


Subject: RE: Slides for ACTIV TX-Clinical Working Group Meeting #7 


Can we chat around 8:30 tomorrow a.m.? And | think we should send LT some kind of short alert tomorrow afternoon 
about some directives that may not be met cause ICs are doing their own thing anyway, unless they want to intervene 
with a strong directive. Personally | think this partnership should readjust to go wherever it looks like it can be most 
helpful and try not to bring sailed ships back, but | tend to be pessimistic about success of central control. 


Subiece: RE: ‘Slides for ACTIV TX- ‘Clinical Working Group Meeting #7 


No, so thanks for sending. | will request Stacey and Mike to add me to the Therapeutics Clinical and Vaccine WG calls. 
Do you want to chat this evening or tomorrow morning? 


Sibieee FW: Slides for ACTIV 1X. “Clinical Working Group Meeting #7 


Did you get this in time to join today? | did. You should try to follow this group. They mostly talked about their plans for 
a master protocol for the mAbs and I’m sure you would get more out of the details. But | have some observations (not 
urgent to discuss). 


> 
j Kim, Elizabeth <e_ 


5: Mellors, John W_ 


it? Patel, Naimish 
Pe peed sca Poole: Mike 


"56 “he Biichman; Tim (0S/ASPR/BARDA\ (CTR) i ob Collins, Sylva (FDA/CDER) 


a ae: Amanda Peppercorn i i : Garner, Carl 


N Siencisrmiatincratiuiemtmniaresmietaimeimantinemcmtmecainmel 
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is Wachtel, jonathan <jwachtel@deloitte.com>; 


is CE ee treet 


anes Brett < Giclmant@deloitte. com>; Alvarez, Rosa <r Osalvarez@deloitte. com>; Gonzalez, Nina 
<n Seer aT com>; Dana Carluccio <dana. eT a com>; Rose Li Central Account 


Peper Slides for ACTIV TX- Clinical Working Group ere #7 


Dear ACTIV TX-Clinical WG, 
Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: | b6 i] Mobile: | b6 


Sinieinintecwimsesmensaemesimncees = = Minin easoimreicemicwcint emvenrmsiemoemscsiccmemininoat 


‘US (Chicago) 
‘US (New York) 


1US (Chicago) 
‘US (New York) 
‘US (Germantown) 


‘US (Houston) 


| ‘US (Tacoma) 
Us (San Jose) 


Meeting ID; 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/21/2020 10:23:24 PM 


To: Vincent,Mikei b6 i Bascles, Lionel! sO } Cohen, Myron 


[/o= ExchangeLabs/ou= Exchange Adininistrative Group 
iVDO S Ee Recipients/cn= 214 1b9e28c1a42 1fb3cleaf75dd4c457- =mniyron cohen]; Corey, Larry 


aie ems memrmimemsm term ememcmemrmememememem eaten eee es memes sms smsmemsmsmemsmememsmemsm seems 


ties ExchangeLabs/ou= cnc hariinicteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= =81d1c1824bfa438a94da81520a8bca90- paytonmal; Resnansky, Laura 


b6 : Srinivasan, Badhri: b6 i; Stein, Peter (FDA/CDER) 


EYOIBOHEDSSeDLae Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
AYDIBOHEZSSECLU/EN Becl picts (ay Oeste ener ci asacactedseen204: sseemorel: Kenny, Dermot 


‘Group (FYDIEGHF2SSPDLT Ven. “Recipients/cn=f38a543b4021483ba67e42af1165dcad- welipraiigl: Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=284d85649e634a0a91 bbOb9aac84846c-mensahga]; Garner, Carlos 


Lion tak aad DG foie i ot * Denny, Joshua (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Racipients/en= cdb4626dabbb45aa8b8e5d21169344e6-dennyjc]; Reid, Nancy (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=baa8b238107d4c39822dhe4459ff0089-reidnc]; Gebo, Kelly (NIH/OD) [G] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=009cf99ae63f4f71b5b1204a73ded609-geboka]; Moschetti, Justin (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=194d297d48db429282 1d286fa89badce-moschettij]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ADIBORE 22 Ene Recipients/cn=4b7e84cce098457896b2df19fa 172c87-ccolvis]; Hughes, Eric 


5 Jansen, Kathrin | ioe ee b6 ]; Lowy, Douglas (NCI) 
tee ExchangeLabs/ou= Exchanes Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


AEYDIBORE 2ose DENG ee 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


iecechocelsbjoseichcnce Adrainiceatve eens 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Pennyf pg; James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose; iB eae) sg H } Menetski, ip Joseph (FNIH) [T] [/o= Se Exchange Administrative 


(FNIH) [T] [/o= chaeeiaesione Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Reciplenis/iee ab38ch6asbded4eléefAcceo52t65te0- ue Tuvesson, Nancy 


EVBIBOHESSSPBLTVeNz Be cpicnt/ca_Sonb I rAdGitT Ase aaese 160 Tbs aaae: aa Stratton, Benjamin 
[bstratton@DELOITTE. com]; Tolman, Brett seas srl cheat com]; Victoria Davey [/o= Si ea eden “exchange 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05222020.pdf; ACTIV Protocol Tracker 05212020. pdf 


Location: i b6 


Start: 5/22/2020 1:00:00 PM 
End: 5/22/2020 2:00:00 PM 
Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Mensah, George (NIH/NHLBI) [E]; 

Attendees: Garner, Carlos; Denny, Joshua (NIH/OD) [E]; Reid, Nancy (NIH/OD) [C]; Gebo, Kelly (NIH/OD) [G]; Moschetti, Justin 
mR Oe) {E]; Bulb Michelle (NIH/OD) (el; Gadbois, Ellen (NIH/OD) (El; Colvis, Christine (NIH/NCATS) [E]; Hughes, 


fi} 


Dear Colleagues, Attached is the Agenda. Please note that we will be hearing from the 4// of Us program and how they 
might be useful for implementing ACTIV protocols. In addition, per a request from Tuesday’s meeting, attached is the 
ACTIV Protocal Quick Reference Tracker — thanks to Jonathan and his colleagues for creating this! At present there are 
three ACTIV protocols, all in the treatment category. CTC Recommendations Commitices have been established for the 
ACTIV-| and ACTIV-2 protocals to-date and integration with the protocol development and lead network operations 
teams will take place in the very near future. Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 


understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 
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An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


b6 US (Chicago) 
Hn Nan heh pte: thea Aa ot ns a tt thes Pe ttet ie ‘US (New York) 
Dial by your location 

eaacae maa 'US (Chicago) 

‘US (New York) 

‘US 

b ‘US (Houston) 

‘US (San Jose) 

‘U S (San Jose) 

| y 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


Sent: 5/21/2020 10: 23:3 DBM oscar ttm five nckil ss 

To: Bascles, Lioneli ss bt ; 4$ Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= Recipients/cn= 3141b9e28c1a421fb3clc4t75dd4c457- -myron_cohen]; Corey, Larry 
i CSS™~CCSY Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLN/en= Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
ete ne il b nes | Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 


Geue (FYDIBOHF23SPDLT)/cn= Recipients/cn= 12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 

i; Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHED3SPDLT)/enz Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bb0b9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

_{FYDIBOHF23SPDLT)/cn= sae eee ene Resnansky, laura 


(FYDIBOHF23SPDLT}/cn= Recipients/cn=f38a543b4021483ba67e42af1165dcad-weinmang] 
cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 


[rivicecicmeeieieeiemisieimemmememimemememmememey 2 pamnmememecmemamemememecanrememamsnensmenamenemenenay 


i b6 * Jansen, Kathrin: b6 i i Lowy, Douglas (NCI) 


(EYDIBOREZSSPDLT Fen Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o= Sab doped Exchange Administrative Group 


MBL Te] VEEngetas/out =Exenanige Adininistrative Group 


(EYDIBOHE23SPDLT)/ene Aecipients/ehe 8e2b174d9bf748e9aa5ed901b4c5a3d9- atonal: Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6ele0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
OREO se oni Sn Ree bien ei 306b2244466140faa95aaaafed6ebd70- dculatire Carluccio, Dana 


‘Giguip EVDIBOLIESSSBDLTV/one a ee Bsc pis ted (ctsdeseaonbe acer ei cicel Gonzalez, Nina 

[/o= See ee Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 

i; James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 

23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst]; Li, 
i; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (EYDIBOHF23SPDLT)/cn=Recipients/cn= 500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia 


(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APAROO000006505 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= ab38cb6836de44e18ef4cc6952f65f80- santosmr]; Tuvesson, Nancy 


H b6 5 ~ Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
‘GrStip TFYDIBORFZ3SPDLTI/cr=Recipiérits/cn= cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: CTC WG cail #11 agenda and ACTIV protocol tracker 


Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05222020.pdf; ACTIV Protocol Tracker 05212020.pdf 


Dear Colleagues, 


Attached is the Agenda for the next Clinical Trial Capacity WG meeting, scheduled for tomorrow, Friday May 22, at 9 ar 
eastern US time. Please note that we will be hearing from the 4// of Us program and how they might be useful for 
implementing ACTIV protocols. 


In addition, per a request from Tuesday’s meeting, attached is the ACTIV Protocol Quick Reference Tracker ~ thanks to 
Jonathan and his colleagues for creating this! At present there are three ACTIV protocols, all in the treatment category. 
CTC Recommendations Committees have been established for the ACTIV-1 and ACTIV-2 protacals to-date and 
integration with the protocol! development and lead network operations teams will take place in the very near future. 


Best regards, 
Karen 


fLaren H. Tountas, PhD 
Seientific Program Manager 
Foundation for the National Institutes of Health 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/21/2020 10:23:41 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= Recipients/ch sOeOiteyol de rete by SOT sada tae ee Vincent, Mike 


{fox ExchangeLabs/ou= pxchanse Adininistrative Group 
(FYDIBOHF 23SPDLT)/cn= Recipients/cn=2141b9e28c1a42 1fb3c1c4f75dd4c457-myron_cohen]; Corey, Larry 


ere tatns arene memcmsmcsememicerarmnmrmratecmnm | Ce ee. |) pinnae Sialemrnia nial mamininne minratssreiainse laine! 


beeen ee): __.ft Desrosiers , Betsy |. 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808ecasféf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{EIDIBD HES SSP DET Ens lio Salleh ee Resnansky, Laura 


4; Dickens, Jim (NIH/NCATS) [C] 


oz ExchangeLabs/ou= ecinaned Administestive Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= pene ica 05494833e0fc4 7a9acac194cd338b201- sseemiore Kenny, Dermot 


tte ete emememememem eminem al 


Group (FYDIBOHF23SPDLT)/cn= Reciniente/eric £382543b4021483ba67e42af1 165dcad- weinmahel Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ee Recipients/cn= 284d85649e634a0a9 1 bbOb9aac84846c- meNealieal: Garner, Carlos 


(opecteeroiee eee slentsienn cdb4626dabbb4Saa8b8e5d21169344e6- eienaviel Reid, Nancy (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=baa8b238107d4c39822dbe4459ff0089-reidnc]; Gebo, Kelly (NIH/OD) [G] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=009cf99ae63f4f71b5b1204a73ded609-geboka]; Moschetti, Justin (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=194d297d48db429282 1d286fa89badce-moschettij]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 


BET ansen, Kathrin BB J; Lowy, Douglas (NC!) 
[/o=ExchangeLabs/ou=Exchange Adriinisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eel Meine lade la ll 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


b6 7 | Adam, aracey (FNIH) [T] [/o=ExchangeLabs/ou= werhuncr Administrative Group 


oo ian eae ane Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Rose f 


(FNIH) [T] [/o= ania oe Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


0 b6 adi oe David (FNIH) [T] [/o= eee exchange Administrative 


ea Rebeca (NIH/NCATS) [E] [/o=ExchangeLabs/ou= Exchange Adeninistvatie Group 
‘TEVDIBOHEZ3SPDLT)/en= Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Stratton, Benjamin 
[bstratton@DELOITTE. com]; Tolman, Brett Ce com]; Victoria Davey [/o= PN aed nexchonig’ 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05222020.pdf; ACTIV Protocol Tracker 05212020.pdf 


Feist taser eb savsmeiiniconenesesesoms intersensesvennnsversesrstenstsoissmorecentt esierenseivesrers icivom uesvessissievesenss eoieeetsicenvasiin raryatestesvesiin Jimnaavansseressiseseveremisencenserseseusrencesvendus 


Location: i b6 r 


Start: 5/22/2020 1:00:00 PM 
End: 5/22/2020 2:00:00 PM 
Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Mensah, George (NIH/NHLBI) [E]; 

Attendees: Garner, Carlos; Denny, Joshua (NIH/OD) [E]; Reid, Nancy (NIH/OD) [C]; Gebo, Kelly (NIH/OD) [G]; Moschetti, Justin 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Colvis, Christine (NIH/NCATS) [E]; Hughes, 
Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; 


Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T]f b6—~—™ + Francis Collins; Gonzalez, 


Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (ENIH) [TT]: Santos, ‘Michael (FNIH); Tuvesson, 
Bali) Wholley, David ie [T]; Criffield, Robin; Barailkon Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] 


Us progr: 
see be ead for eplenentine AC T IV ate In addition, per a eee from Ticeday 8 meeting, attached is ihe 
ACTIV Protecol Quick Reference Tracker — thanks to Jonathan and his colleagues for creating this! At present there are 
three ACTIV protocols, all in the treatment category, CTC Recommendations Committees have been established for the 
ACTIV-| and ACTIV-2 protocols to-date and integration with the protocol development and lead network operations 
teams will take place in the very near future. Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 
In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 


have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
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understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 


invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 


Password: i 


One tap mobile 


b6 ‘US (Chicago) 
iUS (New York) 


i US (Chicago) 
!US (New York) 


: US (Houston) 
i US (San Jose) 


‘US (San Jose) 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/21/2020 10:23:41 PM 
To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ERIE ONE Zs SEDL Woe Recipients/cn= 40c04fef6fle46f5b750753cd5a 14f93- eee Bascles, Lionel 
; Cohen, Myroni. 


(NIH/OD) [E] ¢ 


Fee ee ont ee 


i b6 ESrinvaean, Badhri| b6 i Stein, Sea eDA/eceR) 
Cc: 
a peeen acd b6 _S Collins, Francie (NIH/OD) ita [/o=ExchangeLabs/ou=Exchange minanwirstie Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
slnineorianl eee eleitie, ell; Heaton, Penny; Serene 7 b6  iJames, plepnanie (FNIH) [T] 
Santos, Michael (FNIK) me 
ee 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 


Attachments: pe Re Te Cape ey SIN Croup Nee ne ecg oo cuet Pa Ae eater Tracker 05212020.pdf 
Location: [ 


Start: 5/22/2020 1:00:00 PM 
End: 5/22/2020 2:00:00 PM 
Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Mensah, George (NIH/NHLBI) [E]; 

Attendees: Garner, Carlos; Denny, Joshua (NIH/OD) [E]; Reid, Nancy (NIH/OD) [C]; Gebo, Kelly (NIH/OD) [G]; Moschetti, Justin 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Colvis, Christine (NIH/NCATS) [E]; Hughes, 
Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; 


Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio IT] b6 i; Francis Collins; Gonzalez, 


Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, 
Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] 


LTAB000001 7421 


Dear Colleagues, Attached is the Agenda. Please note that we will be hearing from the 4// of Us program and how they 
might be useful for implementing ACTIV protocols. In addition, per a request from Tuesday's meeting, attached is the 
ACTIV Protocol Quick Reference Tracker ~ thanks to Jonathan and bis colleagues for creating this! At present there are 
three ACTIV protocols, all in the treatment category. CTC Recommendations Committees have been established for the 
ACTIV-1 and ACTIV-2 protocols to-date and integration with the protocol development and lead network operations 
teams will take place im the very near future. Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 


| 66 
Meeting ID: i 
Password: : 
COT Pap TO a eee eal ee 
b6 {US (Chicago) 
Rear rene Com Rt eel SCONE Mane Peer meee re sUS (New York) 
Dial by your location. 
‘US (Chicago) 
‘US (New York) 
‘US 
iU (Houston) 
‘US (San Jose) 


Ss 
‘US 
iUS (San Jose) 
US 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/21/2020 11: 37:18 PM 

To: 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

AENDIBOHEZ SEOUL ne ReSIpIe tS en Ob0 tedo sae aes taba rose abe beiiecay: ehiggs]; Carlos O Garner 


“EVDIBOHED3SPDLT)/en= Recipients /cn=036113c7be0f42f897d1294cfbb99C10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group FEXDIEQ EE 27 Se DET) -et= fuel ints (Circe Ode tnz dete e/a ade a Ae0/ 2iecon We netsnld), Alvarez, Rosa 


fpeeen in Ses oeieacnesaniesv ances even seine averetere ic toeens a testes sleet ennempetoc en enbespebavatdmbencini etree etmiedeemen rmscnmsavasesadesaterecisavaonie 


Parker, Ashley (NIH/OD) [E] Hee Exchanselabe/oue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ell Recipients/cn= go Sea Mahe tT pas edn eosbe see! Inelencee|: Lucas Smalldon 


Aarainieeaie Group (YDISOHESESPELT)/en= p cinentalend ice isaneay-aodeuie raodbaeaz940. walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 

Subject: Initial Follow-up to ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 

Attachments: ACTIV_Therapeutics-Clinical_Agent Prioritization Subgroup _21May2020_Key Takeaways.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the initial follow-up to today’s meeting. High level summary and action items are included, as well 
as a list of the members of the sub-teams for review. Please take a look and let me know if you would like to move sub- 
teams or be assigned to one. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Dhrector, Cancer 

Research Partnerships 

Foundation for the National institutes of Health 


Direct: i b6 i Mobile: | i b6 


g 
} Rockville Pike, Sutte G00, North Bethesda, MD 20852 
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fnandemic 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/22/2020 12:00:08 AM 

To: Judy Currier [/o= fehehcren pag ee Administrative Group 


i t Proschah: Michael (NIH/NIAID) [E} ‘ox ExchangeLabs/ou=Exchange 
Administrative Group (EYDIBOHE23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


eee ete em em tce memes em ememe: ~i 


$Eron, Joe 


TFOIROBES E80 ene Recipiants/on= fa (ibagd cegahdgneiade 7 a1 adveljarancic) Roa, Jhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group, eee 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bcAcd4f75ef659f5-jroa.s-3.co];: b6 ; Kim 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group = 
(EYDIBO GE 2220 DEN/EN- Recipients/cn= ©48148e476824ce893260acf33b0f774- emp2)r: Jonathan Li 


Group (FYDIBOHF23SPDLT)/cn= Revinients/on= 60008133606b4f75835d3c77c2eeadb7- Gilbert. Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421- -Marina.Koza] 

cc: Demarcus!. eyed eee te D6 ee 5 Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYBIBORE235POL1)/cn-Recipients/en= 306b2244466140faa95aaaafeO6ebd70-parkeras]; Jnoanna Roa 


ij; Eron, Joseph J jpi 7" be Smith, David 
i Paul Klekotka } b6 * Ajay Nirulai 
Olivia [oelsaid @deloitte. com; Robert Jan Sncone es Lei Shen: 
Chen, Helen Q. [qingchen@deloitte.com] 
Subject: Notes from the ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Attachments: ACTIV_Therapeutics-Clinical_ ACTIV TX-Clinical mAb Outpatient WT Meeting-3_20May2020_Key Takeaways.pdf; 
Statistical Considerations - Proschan.docx 


Dear ACTIV TX-Clinical mAb Outpatient WT, 


Please find the notes from last night’s writing team meeting for the group’s reference. Please note the action items for 
follow up and the bolded text actions and decisions. 


In addition, as requested, | am circulated the document of Statistical Considerations that Mike Proschan put together for 
ACTIV-1, the large Phase 3. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Dhrector, Cancer 
Research Partnerships 


APARO000005298 


Foundation for the National Institutes of Health 
Direct: i 
tnih.ore 
11400 Rockville Pike, Suite 600, North Bethesda, MD 208452 


Donate to the FNIM’s Pandemic Response Fund to combat COVID-19: fnih.ore/nandemie 
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From: Eron, Joseph J Jr} b6 j 
Sent: S200 PI 2TAM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
[/o=ExchangeLabs/ou= spittise Administrative Group 
4902b0f535320cd16650-jscurrier.m]; Eric Hughes 
. “J; Sandeep Menon 
; b6 j; Proschan, Michael (NIH/NIAI [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (EVDIBOHF23sPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


= 


[/o=ExchangeLabs/ou= exchange Administrative Group re is ue pte ees 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f7Sef659f5 -jroa.s-3.co]; | b6 Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group =” 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Jonathan Li 

f b6 Ss Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: DeMarcus, Forrest [ b6 i; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT}/cn=Recipients/cn=40cO4fef6fle46fSb75075 3cd5a14f93-tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

AFYDIBOHF23SPDLT)/cn= Recipients/cn= BOOB ee recone adcosaeaie es parkeras}}; Jhoanna Roa 


b6 1; Smith, David b6 ; Paul Klekotka | 
j i i H pElbaid, Olivia [oelsaid@deloitte com nobert Jan Benschop 


Subject: RE: Notes from the ACTIV TX- ‘Clinical nik Outpatient WT Meating- -3 
Attachments: ACTIV_Therapeutics-Clinical_ACTIV TX-Clinical mAb Outpatient WT Meeting-3_20May2020_Key TakeawaysJE.pdf 


Stats insight super informative 
For the summary | think there are some decisions that we made — that were supported by the group 
My comments are attached in the PDF 


Joe Eron MD 

Professor of Medicine 

University of North Carolina at Chapel Hill 
School of Medicine 


From: Adam, Stacey (FNIH) [T]! bé 
Sent: Thursday, May 21, 2020 8:00 PM 


prtsh ean cease ntanrapelaimiecntatieentsalesatnimtoceiemtccas 


Linscsmisieicimiaininiacasciaimiasmamsemamtminsntnimintcieent OST Naty 5 gr Lsasemsatimsmtaamemimseces cteeGaainintnimentminenimiaentmnasatens 


APAR0000005296-2442959 


Bz Price, Dionne (FDA/CDER) 
t ; Farley, don (FDA/CDER) 


b6 | Karen roan price’ { 


Areareareareareare are are Are Are AP APP APPAPPAPTAPTAPTAPTAPTAPTAPTAPTAPPAPPIPAPPAPH siardas desdan fiietn sieges dessert cass ence 


hJJrl 


fae en Josep 


Chen, Helen Q. casischcn@dcleitic one 
Subject: Notes from the ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Dear ACTIV TX-Clinical mAb Outpatient WT, 


Please find the notes from last night’s writing team meeting for the group’s reference. Please note the action items for 
follow up and the bolded text actions and decisions. 


In addition, as requested, | am circulated the document of Statistical Considerations that Mike Proschan put together for 
ACTIV-1, the large Phase 3. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research sea 

Direct | D6 Mobil al 6 


inih.ore eee ee eee 
we 


tike, Suite 6OG, North Bethesda, MD 20852 


APARO0000005296-2442959 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/22/2020 2:30:56 AM 


To: Eric Hughes [ b6 j; Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Christine (NIH/NCATS) [E] [/o= Sraenth ate Exchange Adrainistrative Group 
LEDIBORE EDL iene Reciplents/or- 4b7e84cce098457896b2df19fa172c87- ee Young, John 


‘for exchangelabs/ous Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHE23SPDLT)/cn= Recipients en Obe besos ae aes taba rose sb ebetiecay: ehiggs]; Carlos O Garner 


{EYDIBOHED3SPDLT)/cne Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
cc: Elizabeth Kim [elkim@deloitte. pl: Menetski, eee (FNIH) [T] [/o= pctaneel sels Echange Administrative 


Parker, Ashley (NIH/OD) [E] Hee Seta Exchange Administrative a 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= exe enee ate ous Exchange Administrative Group 


Daye inept ers oH Bee Walker, Paula (NIH/NINDS) [E] [/o= Sa pecanoe Exchange 
Rannieeetvc Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 


[FNIH@roseliassociates.com]; Chen, Helen Q. [qingchen@deloitte.com] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #13 

acationt ear eG ial wubb cee ae a ER ROT : 
Start: 5/28/2020 4:00:00 PM 

End: 5/28/2020 5:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla;! 

Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APARO000017118 


‘US (Chicago) 
‘US (New York) 


'US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
Lcctinidtinniosmienctinnioed eo: (atl JOSE) 


Meeting ID be 
Password: oe eee eennnemnnnnmennenen 
Find your local number: b6 


APARO000017118 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/22/2020 2:30:59 AM 

To: Adam, Stacey cue) (T] ee ee ae Exchange Administrative ved 


ex ExchangeLabs/ou eS raee AArhinisttative Group 
Reus lar eed Ae Recipients/cn=4b7e84cce098457896b2df19fa172c87- ccolvis]; Young, John 
4 Stein, hgh enedal, [/o=ExchangeLabs/ou= exchange Administrative Group 


Ve eychangeCabeicie Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{EYDIBOHF23SPDLT)/en= Reel penis] SsQ60 babe as 2e4 Jaber asp sbobelecer: ehiggs]; Carlos O Garner 


(FYDIBOHF23SPDLT)/ene Recipiants/en= 036113c7be0f42f897d1294ctbb99c10-goffdc] 
cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
DIB OH Eze =: DET enenec pine ions 5001af52dc4a427ea3d34f1e072f8cb7- si abel Alvarez, Rosa Maria 


{E] [/o= Exchangélabe/ous Exchange ‘Adininictratwe Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Walker, Paula 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; Ward, Jackie (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1¢cb3a834f-wardjam] 


Subject: _Canceled: ACTIV TX-Clinical Agent Prioritization- mAb Subteam Meeting oo. 
Location: b6 
Start: 5/28/2020 4:00:00 PM 
End: 5/28/2020 5:00:00 PM 


Show Time As: Free 


Required Read, Sarah (NIH/NIAID) [E]; Eric Hughes; Amanda Peppercorn; Breuer, Sebastian; Martin, Flavius; Andrew Charles 
Attendees: Adams; John Mellors; Marovich, Mary (NIH/NIAID) [E]; Judy Currier; Tressler, Randall (NIH/NIAID) [E]; Smith, David 
Optional Elizabeth Kim; Chen, Helen Q.; Payton, Natalie; Andrew Para; GMM76@pitt.edu; Dana Carluccio; Lucas Smalldon; 
Attendees: Rose Li Central Account 


Dear ACTIV TX-Clinical Agent Prioritization team, 


Thank you all for your responses. We will be converting this meeting into a mAb Subteam meeting for 
tomorrow in the hope of finalizing the minimal entry criteria. 


Thank you all for your flexibility and understanding. 


Stacey 


APARO0000020415 


Meeting ID: b6 
Password: .___66 | 


Waves peacseieite.wicemicse tere twscia tints eirciemsmi Sisters -cborcsertvasauatencda dpe ceaimsatmemcotl 


‘US (Chicago) 
US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


'US (Houston) 
US (San Jose) 


APARO0000020415 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/22/2020 2:30:59 AM 

To: Adam, Stacey (FNIH) [T] ue alee aaa Exchange Administrative nag 


(FYDIBOHED3SPDIT)/enz Recipients/enl= b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Poole, Mike 


b6 Z Buchman Tim IOS/AePR/BORDA) (CTR) [/o=ExchangeLabs/ou= Exchange 


DIBOE ET J6°DU oe Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a8284 1labal6353b96cff8ca9- ehiggs]; Carlos O Garner 

! k Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 


Maria [rosalvarez@deloitte.com]; Salathin, Carlai b6 i 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group nnn . 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= 279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 


i De wees ec Ail be i; Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (EVDIBOHF23SPDLT)/cn= Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam]; Rose Li Central Account 


[FNIH@roseliassociates.com]; Chen, Helen Q. [qingchen@deloitte.com] 


Subject: ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #13 , 
Location: b6 
Start: 5/28/2020 4:00:00 PM 
End: 5/28/2020 5:00:00 PM 


Show Time As: Tentative 


Required Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Ruxandra Draghia-Akli; John Mellors; Naimish Patel; Colvis, Christine 

Attendees: (NIH/NCATS) [E]; Young, John; Stein, Peter (FDA/CDER); Poole, Mike; Buchman, Tim (OS/ASPR/BARDA) (CTR); 
Vincent, Michael; Keith Gottesdiener; Elliott Levy; Wung, Peter /US; Koroshetz, Walter (NIH/NINDS) [E]; Higgs, 
Elizabeth (NIH/NIAID) [E]; Carlos O Garner; Goff, David (NIH/NHLBI) [E] 

Optional Elizabeth Kim; Menetski, Joseph (FNIH) [T]; Alvarez, Rosa Maria; Salathin, Carla; i 

Attendees: Parker, Ashley (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Lucas Smalldon; Walker, Paula 


(NIH/NINDS) [E]; Ward, Jackie (NIH/OD) [E}: b6 t Rose Li Central Account; Chen, Helen Q. 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


APARO0000028276 


Meeting ID: b6 
Password::_b6_| 


[Earners 


b6 ‘US (Chicago) 
‘US (New York) 


‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 
ue (Houston) 


pistarascsararasarararmemrmemsmcmtann 
pre ey eee ented 


os fea ad oes teammate aoe 
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From: Menon, Sandeep M | b6 
Sent: 5/22/2020 11: a8 57 AN 
To: 


“ FYDIBOHF23SPDLT)/cn= eee ded875f0679648859e1cf101c0943414- aandl Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 


bg crs Bs oe DBS At Pits Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788'31fe7bcaa09bc-FARLEYI.fda]; smith.davey 


li Wohl, David A 
7 Javan, Arzhang (NIH/NIAID) [E] 


(EYOIBOEFZSESDLiVa Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]; LHosey@s-3.com; Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; li.jonathan 


b6 1; Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEND ONES LI Let SBE GIG ie cet Bee Ata Eads aene set aadaed: Marina.Koza] 


cc: DeMarcus, Forrest | Bo eu tath ca bo i; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= -Recipients/cn=40cO04fef6t1e46fSb750753cd5a1493- tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


Pete Oe pecplene/cns 306b2244466140faa9Saaaafe0Gebd70- parKeras]; roa.jnoanna 


b6 i 


Subject: Re: [EXTERNAL] Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Thanks Karen. It would be tricky to have “informative” prior incorporated as the data is still evolving. | am assuming we 
will do simulations using “non-informative” priors and incorporate flexibility in the protocol as the data evolves. There 
are too many variables here — evolving SOC, recruitment rate, correlation between endpoints, etc.... 


1 
iu 


LaVange, Lisa M" i 


FRR SSR ESE eR et tis ile nD i At ee ae EPA eR i 


"Wohl, David A" 


b6 i"chew.kara"! 
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Subject: Re: [EXTERNAL] Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Thanks Lisa and Michael. 

Working now to put together more details on the modeling and developing a simulation plan. We look forward to 
discussing in our stats meetings soon. Whether we end up with Bayesian or frequentist approach, simulation of this 
design will be required in order to better understand the operating characteristics. 


| do think it is important we keep in mind that for a master protocol such as this, the specific model used and associated 
priors will necessarily change over time. So the intent would be to put the basic framework of the model into the 
master protocol, but specify the model, agent’s specific sample size, and operating characteristics assessed via 
simulation in the associated agent’s appendix. One advantage of this is that in order to navigate through these many 
agents efficiently and effectively we necessarily need to learn over time and formally incorporate that learning into our 
modeling. For example, we will learn more over time about the relationship between the symptomatic endpoints/viral 
endpoints/clinical endpoint (hospitalization/er visit/death) and that learning needs to be incorporated into future 
agent’s modeling, which should also lower sample size and improve precision/decision making across these agents. It is 
presently unclear to me how we can effectively evaluate several agents / borrow placebo / incorporate prior knowledge 
we will gain over time / etc without a Bayes approach, but | look forward to discussing in our stats meetings. 


Thanks, 
Karen 


Date: Thursday, May ot 2020 at 12:54 PM 
To: "LaVange, Lisa M" <lisa. eae edu>, “Proschan, Michael wae) [E]" 


ui 


sooth davew"} 


in 


Seatypcsaaeorcinap! "kim. peter’ b6 i "lijonathan" 
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b6 i> 


Subject: [EXTERNAL] Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 


Hi Lisa, 


That's fine. Perhaps you and Karen could circulate some brief details of the Bayesian model framework and 
associated priors for each outcome measure you are envisaging? --- I think that would help in moving things 
along. 


Looking forward to discussing, 


Michael 


To: Michael Hughes; Proschan, Michael (NIH/NIAID) [E]; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric 
Hughes; Sandeep Menon; read.sarah; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); 
Karen Lynn Price; i_ 
Roa, Jhoanna;i 
(OS/ASPR/BARDA) 

Cc: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 


Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


} kim.peter; li.jonathan; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina 


Thanks, Michael. I believe it is premature to submit the protocol to your internal review committee. My take- 
away from yesterday’s meeting was that the next step would be for the subgroup of statisticians to meet to 
discuss the simulations required for the revised trial design. The proposed revisions to the design are needed, in 
my opinion, to give us the type of flexible, fast-moving master protocol we need to screen a large amount of 
monoclonal antibodies. But we need to work out some of the design details, so let’s have that next meeting as 
planned. Hoping we can schedule it for some time tomorrow and will work with Stacey to find a time. 


Lisa 
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‘Subject: Re: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Hi All: 


The ACTG team was hoping to submit the A5401 protocol tomorrow to the NIAID Clinical Science Review 
Committee for their review. The protocol design uses standard (widely-used) statistical methods for interim and 
final analyses but we received the feedback (attached) from ACTIV about moving to fully use Bayesian 
methods, so wanted to respond and get thoughts back as this is a substantial change --- and would mean that we 
would not be able to send for CSRC tomorrow. 


I have particular concerns about the need to use the Bayesian paradigm, particularly for Phase HI. For a given 
agent, the Phase 3 study is a fairly simple study involving evaluations for safety, clinical symptoms, and the 
primary outcome measure of hospitalization/death. We proposed to use standard group sequential monitoring 
methods which are flexible (using the Lan-DeMets approach for flexible timing of interim analyses with an 
O'Brien and Fleming type stopping guideline). I think the seamless phase II to phase 3 aspect of the design can 
be incorporated into this flexible approach by just considering the "look" at the data at the end of phase II as one 
"look" at the phase 3 primary outcome. This provides protection for the Type I error rate for each specific 
agent. We can overlay a the possibility of a simple futility rule, eg at >=50% enrollment, to allow stopping for 
lack of effect (can be justified using a Type II spending boundary, conditional power, or even a Bayesian type 
rule). 


APARO000005292 


I think this is all quite straightforward. I worry that putting the Phase 3 trial into the Bayesian paradigm gains 
very little but adds complexity in terms of having to confirm that any Bayesian decision rule does protect Type I 
error rate for regulatory purposes, and in terms of explaining to many different companies and ultimately to a 
broad audience. In addition, if the study does go global, it increases the complexity of explaining to IRBs and 
other review groups. 


I would prefer to leave Phase 3 using standard (widely used) statistical methods. I would also favor using 
standard methods for analysis of Phase 2 data but do agree that Bayesian analyses might also be used for the 
main efficacy outcome measures to provide an additional perspective in decision-making --- though the main 
graduation rules (eg observing an absolute 20% reduction in % positive for SARS-CoV-2 at an measurement 
time, and/or a 20% reduction in mean symptom duration) are straightforward and well-powered. 


I would welcome feedback. 


Many thanks, 


Michael 


From: Proschan, Michael (NIH/NIAID) 1 
Sent: Thursday, May 21, 2020 8:52 AM 
To: LaVange, Lisa M; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric Hughes; Sandeep 


soca vencansensetencensmeussmsccenvassmscenvensmneceasvarves se: 


Karen Lynn Price; smith.davey; Michael Hughes; |, b6 i; chew.kara; Wohl, David A; Fischer, 


William A. II; javan.arzhang; Roa, Jhoanna;! b6 | kim.peter; li.jonathan; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR); Kozak, Marina (OS/ASPR/BARDA) 

Ce: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
(NIH/OD) [E]; roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; 
Lei Shen 

Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 
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I think the question is whether we could stop early for efficacy as well as stopping early for futility. That could 
certainly be incorporated if you think there is a realistic possibility of crossing an efficacy boundary after only 
50 people. At the halfway point, the O’Brien-Fleming-like spending function boundary for the z-score is close 
to 3, so you would have to see a very large z-score to stop that carly for efficacy. 


Mike. 


eae es bs } Judy 


Ce: DeMarcus, Forrest b6 5 Tountas, Karen (ENT) my b6 


pimioecretiod AAs AOE a TENN PSOE TG Liciecaciicewtaieicteataloeracmncenbaunecndatteiedaake 


Wachtel, Jonathan! 


Subject: RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


This seems reasonable to me. We can define any basis that we think will be important for dropping dose arms or 
entire agents, having little to go on at this point in terms of what best predicts hospitalizations. 


Lisa 


ase Eron, Joseph J Jr 
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ice. eer Forrest 


Wachtel, Jonathan 77 b6 cea: © -Blizabeth Kim Sclkim@deloitte. com>; Parker, Ashley INIEYOD) 
JEL : 


Subject: RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Here is my question for the group — especially Michael, John and Lisa 


My question is whether there could be an interim “activity” analysis similar to the futility analysis listed below 
_ the reason I ask is we have very little longitudinal data on the quantitative viral shedding and it is possible that 
this endpoint would have substantial power such that 50 patients per arm could provide an antiviral answer. 


e Ifthe Phase 2 portion of the Clinical mAb protocol is used for dose finding, this may be challenging with 
respect to size of the trial (number of treatment arms needed and available sample size per treatment arm). In 
addition, it may be appropriate to establish an interim futility analysis based on change in quantitative viral 
shedding to allow for discontinuation of a dose after e.g. 50 rather than 110 patients, or to allow early 
discontinuation of high doses due to safety findings. 


Joe Eron MD 
Professor of Medicine 
University of North Carolina at Chapel Hill 


School of Medicine 


From: Adam, Stacey (FNIH) [T]< 4 b6 


Sent: Wednesday, May 20, 2020 5:42 PM 


BLE Judy Currier + 
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2c AES NOES ee i; Karen Lynn Price|. 


Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient \ WT Meeting-3 


Dear mAb Outpatient WT, 


The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol 
would like to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 


Stacey 


Stacey J. Adam, PhD 


Director, Cancer 


Research Partnerships 


Join Zoom Meeting 


One tap oni 


APARO000005292 


US (Germantown) 


b 6 US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 

‘US (New York) 
‘US (Tacoma) 
‘US (Houston) 
‘US (San Jose) 
JUS (San Jose) 
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From: Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=60008133606B4F75835D3C7 7C2EEADB7-GILBERT.MAR] 
Sent: 5/22/2020 12:45'10 AM. CCS*« Rm cca calles 


To: Karen Lynn Price} b6 i]; Michael Hughes! b6 i iLavange, LisaM 


{lisa. lavange@unc. edu]; Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
eee a Reclblents/en= 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Eron, Joseph J Jr 
i; Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


b6 
\ EYDIBOHFISSPOLTI/enz Rea piente/ane dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 


b6 i Sandeep Menon: b6 |; Read, Sarah (NIH/NIAID) [E] 


{/o= ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b144647 88f31fe7bcaa09bc-FARLEYJ.fda]; smith.davey 


b6 7 ; Wohl, David A 


ae a ae a a ae ae a a eee ae te a a ae a ae i, Ree le lll ea 
i 


i b6 Fischer, William A. if 


"Vo Bichangel abso exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co];! b6 iKim, 


Peter (NIH/NIAID) [E] ie Excnene Fabe/eu= Exchange Administrative eam 


cc: DeMarcus, Forresti., 
Administrative Group (FYDIBOHF23SPDLT)/cn= S eAplontniciaa-bltaie (iedtisi7a67sice. es! tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
See Recipients/cn= a patel) roa.jnoanna 

smith, David 


Subject: RE: [EXTERNAL] Re: Confirmed: ACTIV ™ Clinical mAb Outpatient WT Meeting-3 


Obviously Regulatory approval is the objective. How comfortable will other sponsors be with anything other than 
‘traditional’ measures for Phill success? {ff f’m translating correctly, traditional analyses could be the default yet include 
Bayesian approaches as prospective ways to explore the data and perhaps evolve to In time as sponsors and regulators 
become more comfortable with the endpoints, the nature of the data and the alignment of the analyses, and 
importantly, the ability to clearly, globally communicate the results for each of the raft of compounds being assessed, 


From my perspective, sponsors have been concerned about moving to total Bayesian approaches especially in view of 
where primary endpoints have no clear track record for demonstrating success and with a global registration strategy in 
mind. One consideration would be to write down mock trial results as would be communicated following a successful 
trial with, for example, time to event, proportions and Bayesian approaches. The strengths and weaknesses behind each 
(sarnple size, other} may help a range of sponsors, IRBs, investigators and regulatory agencies more quickly align with 
what is ultimately chosen. The further we move from traditional approaches, the more compelling the rationale should 
be. Exploratory approaches could move the field forward without jeopardizing Inclusion of multiple sponsors of 
neutralizing abs and direct acting antivirals based on concern for how success will be determined, by others. 


Best regards 
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Lynn 


Gilbert ‘Lynn’ Marks, MD 

5eniar Advisor to BARDA, Office of the Director 

Tunnell Government Services supporting the mission of: 

Biomedical Advanced Research and Development Authority (BARDA} 
Assistart Secretary for Preparedness and Response [ASPR} 
Department of Health ancl Human Services (HH5} 

200 7 St SW 

O'Neill Bldg 

Washington, DC 20024 


_.>; Proschan, Michael 


piateiniatareiniasaincsin rapes ee eee enero 


b6 i; Currier. judith: 


FON COE 
(FDA/CDER} 


>> li jonathan | 
t Kozak, Marina (OS/ASPR/BARDA) : 


‘Benschop 3 7 
Subject: Re: [EXTERNAL] Re: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Thanks Lisa and Michael. 

Working now to put together more details on the modeling and developing a simulation plan. We look forward to 
discussing in our stats meetings soon. Whether we end up with Bayesian or frequentist approach, simulation of this 
design will be required in order to better understand the operating characteristics. 


| do think it is important we keep in mind that for a master protocol such as this, the specific model used and associated 
priors will necessarily change over time. So the intent would be to put the basic framework of the model into the 
master protocol, but specify the model, agent’s specific sample size, and operating characteristics assessed via 
simulation in the associated agent’s appendix. One advantage of this is that in order to navigate through these many 
agents efficiently and effectively we necessarily need to learn over time and formally incorporate that learning into our 
modeling. For example, we will learn more over time about the relationship between the symptomatic endpoints/viral 
endpoints/clinical endpoint (hospitalization/er visit/death) and that learning needs to be incorporated into future 
agent’s modeling, which should also lower sample size and improve precision/decision making across these agents. It is 
presently unclear to me how we can effectively evaluate several agents / borrow placebo / incorporate prior knowledge 
we will gain over time / etc without a Bayes approach, but | look forward to discussing in our stats meetings. 


Thanks, 
Karen 


APARO000005291 


“read.sarah" 
- Rube, Daniel B. pia feeal a 


“chew. kara" 
i! ae William A. i" 


_4 Roa, Jhoanna" | 
“T"lijonathan" 


‘Sublect: [EXTERNAL] Re: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 


Hi Lisa, 


That's fine. Perhaps you and Karen could circulate some brief details of the Bayesian model framework and 
associated priors for each outcome measure you are envisaging? --- I think that would help in moving things 


along. 


Looking forward to discussing, 


Michael 
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Sent: Thursday, May 21, 2020 1:34 PM 

To: Michael Hughes; Proschan, Michael (NIH/NIAID) [E]; Eron, Joseph J Jr; Adam, Stacey (FNIH) [T]; currier.judith; Eric 
Hughes; Sandeep Menon; read.sarah; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); 
| chew.kara; Wohl, David A; Fischer, William A. Il; javan.arzhang; 
Roa, Jhoanna;i b6 i; kim.peter; li.jonathan; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina 
cee 

Cc: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; 
roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; Lei Shen 

Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


Thanks, Michael. I believe it is premature to submit the protocol to your internal review committee. My take- 
away from yesterday’s meeting was that the next step would be for the subgroup of statisticians to meet to 
discuss the simulations required for the revised trial design. The proposed revisions to the design are needed, in 
my opinion, to give us the type of flexible, fast-moving master protocol we need to screen a large amount of 
monoclonal antibodies. But we need to work out some of the design details, so let’s have that next meeting as 
planned. Hoping we can schedule it for some time tomorrow and will work with Stacey to find a time. 


Lisa 


From: Michael Hughes!_ b6 i 


Sent: mie May 21, 2020 11:03 fae 


iy b6 > Paul Kickotka [BB ee | ie Ajay Nirula 
im b6 p; Elsaid, Olivia “gelsaid@deloitie.com>; Robert Jan Benschop 
b6 >; Lei Shen { b6 


Subject: Re: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Hi All: 
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The ACTG team was hoping to submit the A5401 protocol tomorrow to the NIAID Clinical Science Review 
Committee for their review. The protocol design uses standard (widely-used) statistical methods for interim and 
final analyses but we received the feedback (attached) from ACTIV about moving to fully use Bayesian 
methods, so wanted to respond and get thoughts back as this is a substantial change --- and would mean that we 
would not be able to send for CSRC tomorrow. 


I have particular concerns about the need to use the Bayesian paradigm, particularly for Phase HI. For a given 
agent, the Phase 3 study is a fairly simple study involving evaluations for safety, clinical symptoms, and the 
primary outcome measure of hospitalization/death. We proposed to use standard group sequential monitoring 
methods which are flexible (using the Lan-DeMets approach for flexible timing of interim analyses with an 
O'Brien and Fleming type stopping guideline). I think the seamless phase II to phase 3 aspect of the design can 
be incorporated into this flexible approach by just considering the "look" at the data at the end of phase II as one 
"look" at the phase 3 primary outcome. This provides protection for the Type I error rate for each specific 
agent. We can overlay a the possibility of a simple futility rule, eg at >=50% enrollment, to allow stopping for 
lack of effect (can be justified using a Type II spending boundary, conditional power, or even a Bayesian type 
rule). 


I think this is all quite straightforward. I worry that putting the Phase 3 trial into the Bayesian paradigm gains 
very little but adds complexity in terms of having to confirm that any Bayesian decision rule does protect Type I 
error rate for regulatory purposes, and in terms of explaining to many different companies and ultimately to a 
broad audience. In addition, if the study does go global, it increases the complexity of explaining to IRBs and 
other review groups. 


I would prefer to leave Phase 3 using standard (widely used) statistical methods. I would also favor using 
standard methods for analysis of Phase 2 data but do agree that Bayesian analyses might also be used for the 
main efficacy outcome measures to provide an additional perspective in decision-making --- though the main 
graduation rules (eg observing an absolute 20% reduction in % positive for SARS-CoV-2 at an measurement 
time, and/or a 20% reduction in mean symptom duration) are straightforward and well-powered. 


I would welcome feedback. 


Many thanks, 


Michael 


APARO000005291 


Sent: Thursday, May 21, 2020 8:52 AM 
To: Taw anee, Dee Eron, , Joseph J Jr; Adam, ery ae a currier ducun Eric eee, Sandeep 
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Ce: DeMarcus, Forrest; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
(NIH/OD) [E]; roa.jhoanna; Smith, David; Paul Klekotka; Ajay Nirula; Elsaid, Olivia; Robert Jan Benschop; 
Lei Shen 

Subject: RE: Confirmed: ACTIV TX-Clinical mAb Outpatient WT Meeting-3 


I think the question is whether we could stop early for efficacy as well as stopping early for futility. That could 
certainly be incorporated if you think there is a realistic possibility of crossing an efficacy boundary after only 
50 people. At the halfway point, the O’Brien-Fleming-like spending function boundary for the z-score is close 
to 3, so you would have to see a very large z-score to stop that early for efficacy. 


Mike. 


Pd ie Avzhang 
Kim, Peter 


(El; 


fas aos ies rcs es Seer aera ne ma energie! 
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Subject RE: Confirmed: ACTIV TX- ciel mAb Outpatient WT Meeting-3 
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This scems reasonable to me. We can define any basis that we think will be important for dropping dose arms or 
entire agents, having little to go on at this point in terms of what best predicts hospitalizations. 


Lisa 
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Subject: RE: Confirmed: ACTIV TX- Clinical mAb Outpatient WT Meeting-3 


Here is my question for the group ~ especially Michael, John and Lisa 


My question is whether there could be an interim “activity” analysis similar to the futility analysis listed below 
~ the reason I ask is we have very little longitudinal data on the quantitative viral shedding and it is possible that 
this endpoint would have substantial power such that 50 patients per arm could provide an antiviral answer. 


e Ifthe Phase 2 portion of the Clinical mAb protocol is used for dose finding, this may be challenging with 
respect to size of the trial (number of treatment arms needed and available sample size per treatment arm). In 
addition, it may be appropriate to establish an interim futility analysis based on change in quantitative viral 
shedding to allow for discontinuation of a dose after e.g. 50 rather than 110 patients, or to allow early 
discontinuation of high doses due to safety findings. 
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Joe Fron MD 
Professor of Medicine 
University of North Carolina at Chapel Hill 
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Dear mAb Outpatient WT, 


The FDA team that has been working with ACTIV and sitting in on our writing team meetings for this protocol 
would like to offer the attached thoughts for the group’s consideration on tonight’s call. 


Also, attaching again the updated synopsis that was discussed with the mAb Steering Committee earlier today. 


Thanks, 


Stacey 
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Director, Cancer 


Research Partnerships 


ee ee tr 


Join Zoom Meetin 


[Tern ere tere ememenie mecimemm imme mee \ can oes vevbssnalbnin sarin iewvbosiniteniineisswesemssiniseies desvieieninassmie sista viniiersimsuas anes sev ¢mnwesisnn non esiteu osniiinss ussiviasvnesinsoens es cuiev ivi nesnbcivios seswinsvoniiei sims ideas esuccenvinwenpaeionseciueiie + 


Meeting ID: b6 


i 
te termrmemememees ee eee etd 


Password: b6 | 
One tap mobile™ 


f 
u 


Dial by your location 


gsedi mainte cence sessmieeiicosmeesuaer some 


b6 


‘US (Germantown) 
‘US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 


‘US (New York) 
‘US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 


bererecmrmeerermen prsrununinanununinunintsnsasavnesinny 


Password: b6 | 


Find your local number: ! 


‘US (San Jose) 


b6 


APARO000005291 


cc: 


Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIP] 
_2/22/2020 11:46:22 AM 


. [/o=ExchangeLabs/ou=Exchange Administrative Group 


AEYDIBOHF23SPDLT)/cn= Recipients/cn= 48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 


Coit et tenes IO se tens 2 ; + Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
"Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 


[/o=ExchangeLabs/ou= wrens Administrative Group 


‘Woz ExchangeLabs/ou=Exchange Administrative Group 
ea pedplensiai; 306b2244466140faa95aaaafe06ebd70- diem 


Administrative Group fee iROre saree acnecic ene) n= do yoni 24a 4es ienessede 77257 holed: 
Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee oe 4b7e84cce09845 7896b2df19fa 172c87- ceoWisl; Desrosiers, Betsy 


(EYDIBOHF23SPDLT)/en ie de4e85061e3943b9b8ad314.26727861F- earls Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[rosalvarez@deloitte. com]; Kim, Elizabeth [elkim@deloitte. coral: Tolman, Brett ee ea Wachtel, 


a [/o=ExchangeLabs/ou= pehange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 


GADB0000003590 


(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
ADD IBD HE 235" DLI)/ene Recipients/cn= ppeibeelse liu sole EEE ELS shawcy]; Rodriguez, Robin D 


‘/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4 739478bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
[E] [/o= Gale arn Exchange Administrative Group 


OUCer SERRE Rea eneien 03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Gadbois, Ellen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa] 

Subject: RE: ACTIV Preclinical working group (Friday meeting) 

Attachments: PRECLINICAL Working Group _Agenda_20200522_d1.pptx; Animal Model Summaries.zip 


Hi all, 


Please find attached some materials to aid in our discussion today. 
* The first attachment contains the agenda as well as our WG’s objectives and timeline. 
* The second attachment is a folder with the Animal Model ‘one-pager’ summaries. 


Please let us know if you have any questions. Look forward to our discussion tomorrow. 


Best, 
Joe and Rosa 
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Prabhavathi Fernandes; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; 
Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus- Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Lowy, 


an ee Nancy Haigwood; Gadbois” leh (WIROBY TE]: HN Shae TNIATODY TE pe a eet ye : 


Supiedt ACTIV Preclinical working group (Friday meeting) 
When: Friday, May 22, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & eateteh 
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Show Time As: Tentative 


Required 
Attendees: 


Optional 
Attendees: 


Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 
(FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D.; Patterson, Amy 
(NIH/NHLBI) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Burgess, Timothy; Beumont-Mauviel, Maria [JRDUS]; Peeters, 
Monika [JRDBE]; Woodfall, Brian [JRDUS]; Van Heeswijk, Rolf [JRDBE]; Brown, Jeremy (NIH/NINDS) [E]; 
Bharucha_David; Gavin, Brian; Sadeh, Jonathan; Harler, Mary Beth 

Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
(NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T]; Melsheimer, Rich [CNTNL] 


Dear ACTIV TX-Clinical Master Protocol Subgroup, 


For this meeting today, we have decide to split this meeting into two meetings to make most efficient use of 
everyone’s time. This first 30 minute meeting will be the entire group with the companies for ACTIV-1 to 
discuss the next steps for this protocol. The second 30 minutes will now become a meeting of the mAb Steering 
Committee to finalize some decisions for the ACTIV-2 protocol that need to be completed by EOD today. 


Thanks for your understanding. 


Please find attached the slides for this first meeting today. 


Thanks, Stacey 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/22/2020 3:17:22 PM 
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[/o=ExchangeLabs/ou=Exchange Administrative Group 
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Subject: ACTIV mAb Steering Committee Meeting 
Location: i b6 | 
Start: 5/22/2020 6:30:00 PM 
End: 5/22/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 


Dear ACTIV TX-Clinical mAb Steering Committee, 


This meeting will serve to finalize our decision for the inpatient mAb network and discuss any final outstanding 
questions for the ACTIV-2 outpatient protocol. 


We could not get full quorum for the 1pm meeting, so we thought we would shoot for this time which many of 
you already had blocked on your calendars. Apologies to the few folks who might not be able to attend. 


Thanks, 


Stacey 
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To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


Higgs, Elizabeth 


feiaeein ereialas a 


(NIH/NIAID) [EV b6 _$ Woodcock, Janet (FDA/CDER) [f “} Stein, Peter 
(FDA/CDER) i “4; Carlos O Garner (7006 ¥ Bugin, Kevin (FDA/CDER) 
beget ne cop RANDAL TAR Tn Se 


(FDA/CDER): : 
ce: Demarcust be 

[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 


Gilbert (OS/ASPR/BARDA) (CTR) : b6 i; Farley, John 


Subject: ACTIV mAb Steering Committee Meeting - 
Location: b6 
Start: 5/22/2020 6:30:00 PM 
End: 5/22/2020 7:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, John (FDA/CDER) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 

Dear ACTIV TX-Clinical mAb Steering Committee, 


This meeting will serve to finalize our decision for the inpatient mAb network and discuss any final outstanding 
questions for the ACTIV-2 outpatient protocol. 


We could not get full quorum for the 1pm meeting, so we thought we would shoot for this time which many of 
you already had blocked on your calendars. Apologies to the few folks who might not be able to attend. 


Thanks, 
Stacey 


Join Zoom Meeting 


b 6 :US (Chicago) 
‘US (New York) 


APAR0000020300 


Dial by your location 


‘US (Chicago) 
| ‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


H ‘US (Houston) 

‘US (San Jose) 
Meeting iD) bb 
Dadewerd: be eirantiaseeteisenieste 
Find your local number? b6 


APAR0000020300 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 


Sent: 5/22/2020 5:59:47 PM 

To: Bascles, lLioneli ECS Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
TEND IEE Zeer PLY ene Recipients/cn=2141b9e28c1a42 1fb3cic4f75dd4c457-myron_cohen]; Corey, Larry 
ee i: Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(OIBOHF23SPOLT/en- dl seid 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
rr «|: i. Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Ae inlentfene 12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

IRIE ee DET eo BEC Dien iet aid0fb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 
aaa DOs eee, _| Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bb0b9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Se ee ete a a ene) Parone Resnansky, Laura 


eters sme imememememed 
pe, Se ee mare ee enn A Seamer 


Group FBRORDSOL IE. pe ciplenic) en t4ea54sb-10014eaisey-4oe4i iesdcad welnnchel 
cc: Wachtel, Jonathan [jwachtel @deloitte. pei eos Christine = NGAP) [E] [/o= ECR Exchange 


[/o= So eee Adrainicteative Ghoigp 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

A la AEs eB a nour readsa]; Young, John 


(EVDIBOHEZSSEDIT)/en= eneapientsiene dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Nate eal ee pl Se Oe ee ee oeeare doellinilers ay Carluccio, Dana 


Group (FYDIBOHF23SPDLT)/cn= Recpienis/cue 279e14fa7428415bb86087d08b628e6f- pecieiod: Gonzalez, Nina 
[/o= ExchangeLabs/ou= Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny: sit as i]; James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose: b6 ); Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou= ents Administrative Group 


i dae heett ca oem eal be ‘ Wholley, David (FNIH) [T] [/o= SNe exchange Administrative 
pelle ANd ete Reacts All =Recipients/en= =cd9e702fc28414883d0b6996d677257-wholleyd]; Criffield, Robin 
fea aac cel b6 §Hamilton, Nancy: ss b6 }; Hill, Zoe (NIH/NHLBI) [C] 


[/o=ExchangeLabs/ou= Byehange Administrative Group 
(FYDIBOHF23SPDLT)/cn= sa Lllle ae agienr rng ie secs sracksnaca hillzs]; Minnich, Beth 


iniareinmieinienteeieimnemimetee | AN epee simeetamen scares aremin sires rinisrn ve micklsmemveniasnentcdaraiermiaiemrnimnirel’ 


(NiH/NHLBI) [C] [/o= = ee Exchange adreaaistigtne Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=47 1cb6a63c8846a69073e1e968f3964c-picodf]; Quadros, Nora 


GADB0000003328 


i b6 i Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Culp, Michelle (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cha9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 


Sublect: a ASUS eA cell ech aed LL ee 
Location: i b6 
Start: 6/2/2020 1:00:00 PM 
End: 6/2/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday from 9:00 AM to 10:00 AM 

Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Mensah, George; Nayak, 
Seema (NIH/NIAID) [E]; Payton, Manzine; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, Badhri; 
Stein, Peter (FDA/CDER); Vincent, Mike; Weinmann, Gail 


Optional Wachtel, Jonathan; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah 
Attendees: (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; Anderson, Margaret; Ashley (NIH/OD) Parker [E] 
a b6 }; Carluccio, Dana; Cheryl (FNIH) Melencio [T] i ....b6 4s Gonzalez, Nina; Heaton, 


Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Qashu, Felicia; Santos, Michael (FNIH); Tuvesson, 
Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Hill, Zoe (NIH/NHLBI) [C]; Minnich, Beth; 
Mueller-Reichenstein, Petra; Pico, Dianna; Quadros, Nora; Rebecca (NIH/NCATS) Katz [E]: 
Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E] 


CT Capacity working group members, Many thanks for all the hard work that you have put into meeting our ACTIV 
mandate — looking forward to operationalizing the outcomes of your efforts. Let’s continue to meet regularly through the 
month of June (once a week) to continue to build out the inventories of CROs/SMOs/Networks/Sites and 
innovation/efficiencies, where needed, and, to integrate with other ACTIV working groups in support of protocol 
implementation (treatment and prevention). Best regards, Karen 


Karen Tountas is inviting you to a scheduled Zoom meeting. 


be US oy York) 


JS (New York) 
JS (Germantown) 


'U 
| U 
'US (Chicago) 
iUS (San Jose) 
:US (San Jose) 
1U 
i U 


JS (Tacoma) 
Js Soe 


GADB0000003328 


GADB0000003328 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/22/2020 5:59:49 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EDIBOH For OL GS Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93- Seuulashbl: Bascles, Lionel 


eons Davey 
ASIEN) [CE 


Cc: 

ene eaxchange. Administrative Group 

(FYDIBOHF23SPDLT)/cn= Reciplents/en- 306b2244466140faa9SaaaafedGebd70- parker | Carluccio, Dana 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 


Attachments: Untitled Attachment; Untitled Attachment; Canceled: ACTIV Clinical Trial Capacity Working Group - reporting 
meeting; Untitled Attachment; Untitled Attachment 


Location: b6 
Start: 6/2/2020 1:00:00 PM 
End: 6/2/2020 2:00:00 PM 


Show Time As: Busy 


Recurrence: Weekly 
every Tuesday from 9:00 AM to 10:00 AM 

Required Tountas, Karen (FNIH) [T]; Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, 

Attendees: Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; 
Mensah, George; Nayak, Seema (NIH/NIAID) [E]; Payton, Manzine; Resnansky, Laura; Sizemore, Christine (NIH/FIC) 
[E]; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Vincent, Mike; Weinmann, Gail ; Kublin MD, MPH, James; Ferguson, 


Sue 
Optional Wachtel, Jonathan; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah 
Attendees: (NIH/NIAID) [E]; Young, fehny, Adam, sare (FNIH) [T]; Anderson, Malearel Ashley ye) Parker [E] 


Penny; James, Stechanie: Li, Rose; Menetski, Joseph (FNIH) [T]; Cahy. Felicia; Santos, Michael (ENIH); Tawesson, 
Nancy; ewe David enlh 1]; Criffield, Robin; Hamilton, Nancy; Hill, Zoe ia lense [C]; Minnich, Beth; 


APAR0000020232 


CT Capacity working group members, Many thanks for all the hard work that you have put into meeting our ACTIV 
mandate — looking forward to operationalizing the outcomes of your efforts. Let’s continue to meet regularly through the 
month of June (once a week) to continue to build out the inventories of CROs/SMOs/Networks/Sites and 
innovation/efficiencies, where needed, and, to integrate with other ACTIV working groups in support of protocol 
implementation (treatment and prevention). Best regards, Karen 


Karen Tountas is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


[TIS Re eter eietermmi ein ete eer ee ER nesses emsmemsmemensmsmemtmememememey 


a meee eer EERE: 
Meeting ID:[ bé 

Password:' b6 > 

One tap mobile ee 

b6 ‘US (New York) 


‘US (Germantown) 


y ey eae 
‘US (Germantown) 


'US (Chicago) 
‘US (San Jose) 
{ ‘US (San Jose) 


‘US (Tacoma) 
nec, ‘US (Houston) 
Find your local number! DG oes 4 


APAR0000020232 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/22/2020 5:59:49 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn= 40c04fef6fle46f5b750753cd5a14f93- “touneskA Bascles) Lionel 


cc: 

ne uN Carluceio; Danai 

PO Gonzalez, Nina [ningonzalez@deloitte.com]; Heaton, Pen 

James, Stephanie {FNIH) [T]i _ 

ee. eee ]; Qashu, Felicia nit00) (1 

eee "bE ay Tuvesson, Nancy} 

“Yj; Minnich, Beth 
a a Pico, Dianna 
5 ; Katz, Rebecca (NIH/NCATS) [E] 

Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Untitled Attachment; Untitled Attachment, Untitled Attachment, Untitled Attachment 
Location: H b6 
Start: 6/2/2020 1:00:00 PM 
End: 6/2/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday from 9:00 AM to 10:00 AM 

Required Tountas, Karen (FNIH) [T]; Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, 

Attendees: Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; 
Mensah, George; Nayak, Seema (NIH/NIAID) [E]; Payton, Manzine; Resnansky, Laura; Sizemore, Christine (NIH/FIC) 
[E]; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Vincent, Mike; Weinmann, Gail ; Kublin MD, MPH, James; Ferguson, 
Sue 

Optional Wachtel, Jonathan; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah 

Attendees: Bla alley [E]; Young. John; Adam, aay (FNIH) [T]; Anderson, en Ashley nie?) Parker [E] 


‘Penny; James, Sane: Li, Rose; Renate Joseph (FNIH) [T]; nee Felicia; Santos, Michael (FNIH); Tinweskon, 
Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; Hill, Zoe (NIH/NHLBI) [C]; Minnich, Beth; —__ 


Mueller-Reichenstein, Petra; Pico, Dianna; Quadros, Nora; Rebecca (NIH/NCATS) Katz[E]{ ss b6 it 
Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Kenny, Dermot;} b6 h 


GADB0000004164 


CT Capacity working group members, Many thanks for all the hard work that you have put into meeting our ACTIV 
mandate — looking forward to operationalizing the outcomes of your efforts. Let’s continue to meet regularly through the 
month of June (once a week) to continue to build out the inventories of CROs/SMOs/Networks/Sites and 
innovation/efficiencies, where needed, and, to integrate with other ACTIV working groups in support of protocol 
implementation (treatment and prevention). Best regards, Karen 


Karen Tountas is inviting you to a scheduled Zoom meeting. 


Join Zoom Meetin 


! oT SOOT eur Saas 
Meeting ID:; b6 

Password:: b6 

One tap mobile . 

b6 US (New York) 


‘US (Germantown) 


ee eae r US (New York) 
US (Germantown) 


U 
i US (Chicago) 
i US (San Jose) 
i US (San Jose) 
U 
U 


‘US (Tacoma) 
US (Houston) 


Meeting ID: be, 
Password: b6 | 


b6 


GADB0000004164 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/22/2020 6:35:02 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 


r b6 * LaVange, Lisa Mi b6 ; Read, Sarah (NIH/NIAID) [E] 


[/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=527b160038004a1 S9aebe0bac2226099- -readsa]; Karen Lynn Price 


i bb Oe eae es i; Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353 b96cff8ca9-ehiggs]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf488 79f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Beclplente/cie b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Carlos Oo Garner 


(FYDIBOHF23SPDLT)/en= Recipients/en= d4e98409d40a4a9880bfb9f709481e7c- BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda] 


cc: Demarcusi OS i, Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 


Subject: -ACTIV mAb Steering Committee Meeting 
Location: b6 
Start: 5/22/2020 6:30:00 PM 
End: 5/22/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, John (FDA/CDER) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E] 

Attendees: 


Dear ACTIV TX-Clinical mAb Steering Committee, 


This meeting will serve to finalize our decision for the inpatient mAb network and discuss any final outstanding 
questions for the ACTIV-2 outpatient protocol. 


We could not get full quorum for the 1pm meeting, so we thought we would shoot for this time which many of 
you already had blocked on your calendars. Apologies to the few folks who might not be able to attend. 


Thanks, 


Stacey 


APARO000017113-2442360 


-Join.Zoom.Meeting. Seas eae eee a rete a eect see ce ee eects eee ee ee, : 


b6 


Uscetcaaws sencemimecea evade ain atcieccimsasetndhr cece creeaucihe asain amie alee caetene ete e east ee See a Sea ree rece tars Sacer cea eae nea eames ean etecn eta toe: 
ee 
Lave ere need 


b 6 ‘US (Chicago) 
‘US (New York) 


pe A dct : US (Chicago) 
i US (New York) 


US (Germantown) 
US (San Jose) 
! US (Tacoma) 
! ‘Us (Houston) 


APARO000017113-2442360 


From: 


Sent: 
To: 


cc: 


Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

5/22/2020 8:13:29 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Disbrow, Gary 
{OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= BeciPientsie b2e527dbda2b4a86b8d72f06b813d471- MarksP.fda]; Pao, William 


pratemimctcrmeimecacieminmmncmnnE dC CW RNR RINSMemacCI Maina miatareeimrmetaiacein 


Woodcock. Janet (FDA/CDER) [/o= Bvchancel to cu Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ananassae =Reciblenta/cn=ab7ebdccedoeds 7eoeb2di13fal72c87- ccolvis]; Desrosiers, Betsy 


FE VDI E25 DEGRA siete pce aseue 1edgasbabaadseacyayscita uric Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o= ee Exchange Administrative Group 


senda tenves aia: mectwr esc aranet kuenebmesaresesmey 


i b6 if Anderson, James (NIH/OD) [E] [/o= Pichangelate/ous sy Administrative Group 
(EYDIBOHF23SPDLT)/cn= Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f058dbf75b31b-hallettaa]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Chen, Helen 
[qingchen@deloitte.com]; Elsaid, Olivia [oelsaid@deloitte.com]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kim, Elizabeth 
{elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000017110-2443929 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Stratton, Ben 
[bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Barasch, Kimberly 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d841506197 1c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Perala, Mie 


“(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767f83e-togashim]; Zottoli, Jessica 


ateteteenie arate mieten ereietoonte sneer 


ese tice be : 
Subject: ACTIV Executive Committee Teleconference nn ese sesnsnsennnnnnnsnsnennenennenenneneeey 
Location: b6 
Start: 6/17/2020 4:00:00 PM 
End: 6/17/2020 5:30:00 PM 
Show Time As: Tentative 
Required Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 


Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Anderson, James (NIH/OD) [E]; 
Austin, Christopher (NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Freire, Maria (FNIH) 
[T]; Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) 
{E]; Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E] 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, 
Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Barasch, Kimberly (NIH/NIAID) [C]; 
Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Perala, Mie; 
Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Togashi, Mieko 
(NIH/NCI) [E]; Zottoli, Jessica 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APARO000017110-2443929 


‘US (New York) 


‘US (Germantown) 


‘US (Chicago) 
iUS (San Jose) 
iUS (Tacoma) 


iUS (Houston) 


_jUS (San Jose) 


APARO000017110-2443929 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 
Sent: 5/22/2020 8:13:31 PM 
To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Becpienis/ens 279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
; Dolsten, Mikael 
! Gibbons, Gary (NIH/NHLBI) [E] 


|; Desrosiers, Betsy; 
ae Jansen, Kathrin? 


[/o= ExchangeLabs/ou= seichanee Administrative etn 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 


alee em ecm emememememememememememememmee ieee een caer eer smeeememememem ee: 


EI b6 4]; Wolinetz, Carrie (NIH/OD) [E] : b6 }; Gadbois, Ellen (NIH/OD) [E] 


cc: Adam, Stacey (FNIH) [T] i; b6 j; Alvarez, Rosa [rosalvarez@deloitte. ae Anderson, Margaret 


[ekim@delaite pon: Menetski, joseph (FNIH) me b6 “@ Santos, Michael (FNIH) TS 


i ; McManus, 
oe, eee ere eee eee eo 


i Perala, Mier" % Brataciowicz: Ann 


Subject: ACTIV Executive Committee Teleconference 

Attachments: Materials for June 17 ACTIV Executive Committee Teleconference 
te ace eee a eg eg Phat satan | 
Start: 6/17/2020 4:00:00 PM 

End: 6/17/2020 5:30:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 

Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Anderson, James (NIH/OD) [E]; 
Austin, Christopher (NIH/NCATS) [E]; Burkiow, John (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Freire, Maria (FNIH) 
[T]; Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) 
[E]; Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E] 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, 
Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Barasch, Kimberly (NIH/NIAID) [C); 


APARO000020187 


Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Perala, Mie; 
Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Togashi, Mieko 


(NIH/NCI) [E]; Zottoli, Jessica; Lowy, Douglas (NIH/NCI) [E]; Lucas Smalldon 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID:i | b6 
Password:i be: 


Line ete eed 


b6 iUS (New York) 
iUS (Germantown) 


iUS (New York) 
iUS (Germantown) 
iUS (Chicago) 

‘US (San Jose) 

‘US (Tacoma) 

‘US (Houston) 

‘US (San Jose) 


APARO000020187 


From: 


Sent: 
To: 


ce: 


Subject: 
Location: 


Start: 
End: 


Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 
5/22/2020 8:13:31 PM 

Melencio, Cheryl ieee {T] [/o= Oe os Exchange Administrative Group 


on b6 i Dimishkov, Roxanne (nin NHC (cf 6B i McManus, 


minnk * eaniarriaaren| CS aide 6 Haiiek einai? Tile 


i Protasiewicz, Ann 


6/17/2020 4:00:00 PM 
6/17/2020 5:30:00 PM 


Show Time As: Free 


Required 


Attendees: 


Optional 


Attendees: 


Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 
Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Anderson, James (NIH/OD) [E]; 
Austin, Christopher (NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Freire, Maria (FNIH) 
[T]; Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) 
[E]; Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E] 

Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 
Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, 
Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Barasch, Kimberly (NIH/NIAID) [C]; 
Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Perala, Mie; 


LTAB0000010714 


Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Togashi, Mieko 
(NIH/NCI) [E]; Zottoli, Jessica; Lowy, Douglas (NIH/NCI) [E]; Lucas Smalldon 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


| bé | 


Meeting ID} 


US (New York) 
US (Germantown) 


US (New York) 
‘US (Germantown) 


| US (Chicago) 
US (San Jose) 
US (Tacoma) 


US (Houston) 


Password be | Soe rae ee! 


Find your localnum 


LTAB0000010714 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB8608 7D08B628E6F-MELENCIOC] 

Sent: 5/22/2020 8:13:31 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= =62a151e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
b6 | Fauci, See (NIH/NIAID) [E] [/o= apse sre elaae exepanee Administrative Group 


[E] [/o= aera oi Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

ap EIBO TESS ep EL iene Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Pao, William 


b6 i Plump, Andrew: b6 iF ; Stoffels, Pauli 


Woedeodk: Janet (FDA/CDER) [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o= ee Se Administrative Group 


‘(FYDIBOHE23SPDLT)/ene Bec lehis Geddes caste (e sougpone isi ey yecit mae. Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Be ae ee pesiny Young, John 


(NIH/NCATS) [E] [/o= Fcaneclste/oue Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f058dbf75b3 1b-hallettaa]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d3 17f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Margaret [marganderson@deloitte.com]; Chen, Helen 
[qingchen@deloitte.com]; Elsaid, Olivia [oelsaid@deloitte.com]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


COLL0000009284-2442817 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8di-jamesst]; Kim, Elizabeth 
[elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 Laf52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Stratton, Ben 
[bstratton@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Barasch, Kimberly 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ea5fad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa]; Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d8415061971c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(NIH/OD) [E] [/o= pak ewaas tee ee Administrative Group 


(EVDIBOFEDSSPOLTI/en= Redipienis/or= LbcdSd3#7c1e4309a251d013¢1cc89b0- -Ashley.Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o= abet dae Exchange Administrative Group 


Subject: _ACTIV Executive Committee Teleconference ee 
Location: i b6 
Start: 6/17/2020 4:00:00 PM 
End: 6/17/2020 5:30:00 PM 


Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Disbrow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 

Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Anderson, James (NIH/OD) [E]; 
Austin, Christopher (NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Freire, Maria (FNIH) 
[T]; Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) 
{E]; Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E] 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, 
Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Barasch, Kimberly (NIH/NIAID) [C]; 
Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) [E]; Perala, Mie; 
Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Togashi, Mieko 
(NIH/NCI) [E]; Zottoli, Jessica 


Cheryl Melencio is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


COLL0000009284-2442817 


b6 iUS (New York) 


iUS (Germantown) 


4 
Lene ee eet eter terete eminem reer smi emrmememem enim ememens i 


Dial by your location 


iUS (New York) 
iUS (Germantown) 


‘US (Chicago) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
{US (San Jose) 


COLL0000009284-2442817 


From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
IP YDIB OH R23 oF DEL)/EN- RECIPIENTS] CNED CD Bion Ye/Grse soe Cel gic reeset BONO 


is eoratemlemteesuebelseetmivatemsscasentetatintmes mentees eat? 


Christine (NIH/NCATS) [E] EZEihah cule peloucceenanse Administrative Group 
ERO ee Srcplens ice 4b7e84cce098457896b2df19fal172c87- ee Young, John 


y Keith Gottesdiener : b6 1; Elliott Levy 


eacany b Maas Koroshetz, Walter (NIH/NINDS) [E] 
ieBIWOLEZSODLN/ Gu Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Carlos O Garner 
rae eee: | Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

Elizabeth Kim [elkim @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= ahve Exchange Administrative Group 


Ward, Jackie (NIH/NINDS) [E] [/o= Sieh esensiele ees Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com] 

Summary of ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #12 

2020-05-21 _TX-Clinical_WG_Agent_Prioritization_Committee_Meeting-Summary.pdf 


Dear ACTIV TX-Clinical Agent Prioritization Subgroup, 


Please find attached the formal summary from our meeting yesterday. If you have any additions or amendments, please 


contact me. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Phrector, Cancer 

Research Partnerships 

Foundation for the National poste of Health 


fnih ore 


b6 | Mobile: b6 


11400 Rockville Pike. Suite 600, North Bethesda, MD 20852 


APARO000005289 


fnandemic 


APARO000005289 


From: 


Sent: 
To: 


Cc: 


Subject: 


Attachments: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/23/2020 1:23:29 AM 

Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Le REC IpIChts/ Cesc sce ae ee er ono ld) Mark Eisner 


i, Sandeep 
™, Proschan, Michael 


(NIH/NIAiD) [E] [/o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

IPYDIBOHEZ SSP DETI EDS Recipients/cn= 527b160038004a199ae6e0bac2226099- keedse Amanda Peppercorn 


(EVOIBOHESSSBDLT ene Redpienis/en= a583eced842c44b 1 8bb6fcd3820bee21- Siked fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

SETDIE ORE Zeer BEDVENS Reeiplenis/ci 036113c7be0f42f897d1294cfbb99c10-goffdc]; Vincent, Michael 


W768 
(FYDIBOHF23SPDLT}/cn= Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Higgs, Elizabeth 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
LE RIB ONT eeoe Ptr coe Sel Ea amet ac tae gi isa at areca ehiggs]; Burgess, Timothy — 


Tountas, Karen (FNIH) [T] [/o= henealabe/oi Exchange Administrative Broup 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40cO04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= eb Administrative Group 


(FYDIBOHF23SPDLT)/cn= Rene Ke sdse7o2icoeidassadobesocder) 257 -ahllevd Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Melsheimer, Rich 


[CNTNL] ea 


Follow- up to ACTIV TX-Clinical Master Protocol Subgroup Meeting #20 
ACTIV_Therapeutics-Clinical_Master Protocol Subgroup_22May2020_Meeting Notes.pdf 


APARO000005287 


Dear ACTIV TX-Clinical Master Protocol Subgroup, 


Please find the summary of todays call. If you have any additions or amendments, please feel free to send them to me. 


As the action items articulate, | will be reaching out to the companies and a few MPSG members to arrange writing tea 


meetings next week. Please let me know if you would like to be on that team. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Parinershins 

Foundation for the National Institutes of Health | 
Direct: | b6 


SEES... Rear Mobile! 


fiih.ore 
11406 Rockville Pike, Suite 6006, North Bethesda, MD 20852 


Donate to the PNUA’s Pandemic Response Fund to combat COVID-19: fnih ore/pandemic 


APARO000005287 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/23/2020 4:58:59 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 
be, LaVange, Lisa M [be Sandeep Menon 
i b6.°° 22° ); Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYBIBOHE23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02bOdfbbb3e4-proscham]; 


Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


eetacnsnrarnsnennrnrnsnimmonsarnimemtonsnimemmetomsmimenmomenimimmmomsa munemomsnemimmetomenimimmemomemimamememimimmemememimimetemenimimmemomemimimenicininimimicicrnsmimemenensmimmemenensmined 
i b6 + Eron, Joe 
tT be.SCS Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
tEYDIBOAF23SPBLT)7cn= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bcAcd4f75ef659f5-jroa.s-3.co];;  b6 iKim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange AdministrativeGroup #8 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 


cc: Demarcus:s ss b6  _§ Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


{FYDIBOHF23SPDLT)/cn= i tli Aad aha cts aaa tell rum ak cclamrtg parkeras]; Jhoanna Roa 


Subject: GUI? MY ETL Te NC ara onchange aes tae 
Location: b6 i 
Start: 5/26/2020 6:00:00 PM 
End: 5/26/2020 7:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen ae Price; 


i Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa Jhoanna; 


Kim, Peter (NIH/NIAID) [E] 
Optional Demarcus: Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Meeting ID 
Password: 


APARO000017108 


b6 ‘US (Chicago) 
Dial by your location. 
'US (Chicago) 
‘US (New York) 
‘US (Germantown) 
‘US (San Jose) 
‘US (San Jose) 
‘US (Tacoma) 
Leaks ‘US (Houston) 
Meeting ID:; b6 1 
PHSSWOtd: BG cst ccc ceca eat Sareea 
Find your Tocal number:! b6 


APARO000017108 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 4:59:02 PM 

To: Adam, Stacey (FNIH) [T] ce coil a naan Exchange Administrative ag 


Read, Sarah (NIH /NiAID) [EL 
Daniel B. (FDA/CDER) i 


cc: Demarcus! 
[jwachtel @deloitte.com]; Elizabeth Kim n [elkim@deloitte. com]; Parker, Ashley WitT76) [E] 
[/o=ExchangeLabs/ou= oe Administrative Group 


Subject: ACTIV-2 Writing Team Meeting oo eennnennennnnnennny 
Location: b6 
Start: 5/26/2020 6:00:00 PM 
End: 5/26/2020 7:00:00 PM 


Show Time As: Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen ‘a Price; 


Kim, Peter (NIH/NIAID) [E]; Kozak, Marina ag ASRRIBARDAS 
Optional Bemarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Chen, Helen Q. 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


b6 i 
Meeting ID:| bé 

Password{_b6 

Onetap Obtain Tuc oon niente, 

b6 US (Chicago) 

pie tae ge epee doe ses west lala US (New York) 


'US (Chicago) 


‘US (New York) 
‘US (Germantown) 


‘US (San Jose) 


APARO0000020142-2441624 


‘US (San Jose) 
US (Tacoma) 


a aa aera Seen a cent 


Find your local number: b6 


APARO0000020142-2441624 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/23/2020 5:01:44 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 890082¢7¢1¢34902b0f535320cd16650-j -jscurrier.m]; Eric Hughes 
A OS: tava nge, LisaMi be. § Sandeep Menon 
ee: ' Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


“Administrative Group (EYDIBOHE23SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


i b6 * Javan, Arzhang (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= =Recipients/cn=f1d19903ce334e38821395d7aal327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group #8 «= 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4debab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

JED Bonne Ee Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 

“t Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘EVDIBOHES3SBDLT//en= Récipients/cn= d4e98409d40a4.a9880bfb9f709481e7c-BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) aR) [/o= seneianiee EepsreU= Exchange Administrative ae 


Cc: Demarcus bé TP gounas Karen (FNIH) [T] [/o= Erhahe hoi Exchange Administrative 
Group (FYDIBOHED3SPDLT)/cn zReciplents/cn=40cO4fet6Fle46f5b750753cd5a 14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


pic tasae allied a lpr ta late eg Jhoanna Roa 


Smalldon 


Carluccio: 
Subject: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Review Protocol 
Pacatlon: aati Seamer ) 
Start: 5/27/2020 5:00:00 PM 
End: 5/27/2020 6:00:00 PM 


Show Time As: Tentative 


APARO000017107-2443224 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 


_ jEron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jnoanna; 


“(NIF/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, 


Gilbert (OS/ASPR/BARDA) (CTR) 


Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Lucas Smalldon; Rose Li Central Account; Dana Carluccio; 


Chen, Helen Q. 
Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


bé 


08) 0 [-R 02108210010, | (ee oe ee ee rere 


b 6 lUS (Germantown) 


‘US (Germantown) 
‘US (Chicago) 


‘US (New York) 
‘US (Tacoma) 
{US (Houston) 


‘US (San Jose) 


Fs a, a ee eee eee | 
Find your local number:! b6 


{cSciciarcetateretesmemecorsieeras “| 


APARO000017107-2443224 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 5:01:46 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
AFYOIBOHE23SPDLT)/en= aha Peonoece cle sandebilosssa0cd 66507 -jscurrier.m]; Eric Hughes 


Administrative Group Cnc ste ee Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- -proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


“tEron, Joe 


(F-VDIBOHED3SPDLT)/en= pos eucienstd Geer a sasaee esc sata -javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]; i b6 iKim, 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4debab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

esac rede Lal Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Carlos oO Garner 


(FVDIBOHE23SPDLT)/enz peciniente/n d4e98409d40a429880bfb9'70948167c- BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) Sos [/o= “Exehatigetane/eu- Exchange Administrative ites 


cc: = } Tountas, Karen (FNIH) [T] [/o= Ss anceinee Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
IED IORI Zeer Dien Reeplente/ene eceb 22 foo eias aan parkeras]; Jhoanna Roa 
eG |; Paul Klekotkaj - 
‘Srnialldon | b6 i Rose Li Central Account [FNIH @roseliassociates.com|: bana 
Carlucciof““=anensgg== Chen, Helen Q, [gingchen@deloitte.com| 

Subject: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Review Protocol 

Location: b6 

Start: 5/27/2020 5:00:00 PM 

End: 5/27/2020 6:00:00 PM 


Show Time As: Tentative 


APAR0000026528 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: — [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen oe Price; 
b6 


Gilbert (OS ASPRIBARDA (CTR) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Lucas Smalldon; Rose Li Central Account; Dana Carluccio; 
Chen, Helen Q. 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


J oin Zoom Meeting 


La eae eae ea eee. Sere eee eee eee ee eee: 
Meeting ID::  ——b6_ i 

Password: | 

b 6 iUS (Germantown) 

‘US (Chicago) 


1US (Germantown) 
'US (Chicago) 


| 'US (New York) 
'US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 
‘US oat Jose) 


Meeting ID —_ 
Password: ; mcemcmcemcencememcess = pm ROMER FED CEN SMEs eDceDe mE DenceDsenceDceDseDSEDcencens mEcene ess mmeeEsesserceDsmn seers sescencessmrerescmce: 
Find your local number! i b6 : 


APAR0000026528 


From: 


Sent: 
To: 


cc: 


Subject: 


Attachments: 


Location: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
5/23/2020 5:01:46 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

RU secede date Recipients/cn= 890082c7c1e34902b0f535320cd16650-j -jscurrier.m]; Eric Hughes 


: LaVange, Lisa M L. ae ee a crude Menon 


Read, Sarah (NIH/NIAID) [E] [/o= coal a Eychange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Farley, John 
(FDA/CDER) [/o= eal eee iee Exchange Administrative Group 


\ petninneininneininnnininnninimaninmeninmanannnnnnnnntnsin nase mannmneinmaninmsnnnansnnnnimnnnnmnnimnn a nnnaninnnnininimnininnannd 
b6 iEron, Joe 


“TEYDIBOHF23SPDLT)/en= pares ia ods seeders yen Roa, Jhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co];! b6 ‘ Kim, 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4debab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

TEND IBORE 2252 DEN Ichs Res blenie(cn- b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Carlos oO Garner 


(FYDIBOHF23SPDLT)/cne Recipients/en= d4e98409d40a429880bfb9'70948167c- BUGINK.fda]; Marks, Gilbert 


(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008 133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 


(OS/ASPR/BARDA) [/o= acinnareiees Exchange Administrative Group 


Group IEVOIBO ESS S°OL i /on= Rea picts en 10a ic viekc teb7soysseds- fafde-totint ack Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= ues Administrative Group 


b Lucas 


TT Rose Li Central Aecount OY IN GRLGSSISSSOTISS com]; Dana 
j; Chen, Helen Q. [qingchen@deloitte.com] 


Smalldon L. 
Carluccio H 


ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Protocol Update 


Adapt Out COVID CSRC 052520.pdf; a5401-d06-052520v2.docx; ACTIV_TX-Clinical_ACTIV-2 Writing Team & mAb 
SteerCo Joint Meeting Agenda_0527020.pdf; Capture Study eligible Tx Clinical.PNG 


APARO0000201 16 


Start: 5/27/2020 5:00:00 PM 
End: 5/27/2020 6:00:00 PM 
Show Time As: Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: 
(NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, 
Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina (OS/ASPR/BARDA) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jhoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Lucas Smalldon; Rose Li Central Account; Dana Carluccio; 


Chen, Helen Q. 
Dear ACTIV-2 Writing Team and ACTIV mAb Steering Committee, 


We are looking forward to this joint meeting tomorrow in which the ACTIV-2 team will share their progress on the mAb 
outpatient master protocol with the Steering Committee. The team will review the current thinking within the 
protocol. Then they would like to solicit feedback from the Steering Committee about a few remaining questions that 
could still alter the protocol structure. 


Please find attached the materials for tomorrow: 
1. Meeting agenda 
2. Current ACTIV-2 master protocol 
3. Slides summarizing the current protocol 


Please note that the stats team is still working to insert the final design of the Bayesian framework that will be used for 
agents beyond the first drug(s) into the trial for progression from Phase 2 to 3 within the study. This framework will not 
apply to the early entrants since prior learnings will be needed to inform the Bayesian model. 


In addition, the team is waiting on some critical feedback from the FDA about how to address company feedback for a 
Phase 1(ish) safety/dose “run-in” study protocol that could be paired with the master protocol and potentially be 
overseen by ACTIV. 


Thanks, 
Stacey 


Join Zoom Meeting 


| b6 | 
Meeting ID:| b6 

Password:! b6 | 

One tap mobile 

| b 6 | US (Germantown) 

[eevee erred ante ee US (Cucngo) 


‘US (Germantown) 


! ‘US (Chicago) 
‘US (New York) 


‘US (Tacoma) 


APARO0000201 16 


i 
Mera peteaneensemnes yraraninmanainaraininiinanl cancemetnory 


Meeting IDs b6 
Password) “b6 | 
Find your local number:! b6 


IDSs cisacs acacia sdes oes mosses ouwen Sesdimiea asinioies al siceaent ms Gomes increases meme _ 


APARO0000201 16 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 5:04:08 PM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EEO Recpienits/ce- B90082c7cle34902b0fS32320ed16650-j -jscurrier.m]; Eric Hughes 


Read, Sarah (NIH/NIAID) [E] a ee BY Ea NOR Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


i. 


[/o= S nececien Exehanbe Adbnieistrative GRO i 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]i—~b6 Ss Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 

cc: Demarcusi CS b + Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHESSSPOLTI/cnRecipients/cn=40cO4fef6t1e46f5b750753cd5a 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


led soda aideL A cece parkeras]; Jhoanna Roa 


Subject: -ACTIV-2 Writing Team Meeting 
Location: i b6 
Start: 5/28/2020 3:00:00 PM 
End: 5/28/2020 4:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen dyan Price; 


b6 | Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jhoanna; 


Optional eas Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


P= b6 


Meeting ID i 
Password: : 


APARO000017106 


‘US (Chicago) 
‘US (New York) 


'US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


‘US 
US 


Houston) 
San Jose) 


APARO000017106 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 5:04:09 PM 

To: Adam, Stacey (FNIH) [T] hg read pr a Exchange Administrative eg 


cc: Demarcus 4; Wachtel, Jonathan 
[jwachtel @deloitte. com]; Elizabeth kim s ielim@ideloitte: com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 306b2244466140faa9SaaaafeO6ebd70- parkeras]; Jnoanna Roa 


3 Eron, Joseph Jr ‘eommersenererenereradd® __. Smith, David 


aneart memes imeem 
Peete ieee ieee imeney 


/ b6 i Talay Nirula ; b6 i Chen, 
Subject: ACTIV-2 Writing Team Meeting 
Attachments: ACTIV_TX-Clinical_ACTIV-2 Writing Team Meeting Agenda_05282020.pdf 
eeeren yr Se : 
Start: 5/28/2020 3:00:00 PM 
End: 5/28/2020 4:00:00 PM 
Show Time As: Busy 
Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 


Attendees: va [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen ma Price; 


Optional ‘Demarcus; Teuntas Karen (FNIH) [T]; Wachtel, jonathan: Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Chen, Helen Q. 


Dear ACTIV-2 Writing Team, 


Please find attached the proposed agenda for tomorrow’s meeting. We may also have some outcomes and slides to 
share from the stats meeting preceding this, but those will be distributed after that call. 


Thanks, 
Stacey 


JOIN 200 ee ne cennenn 


i b6 i 


Meeting IDi_.___. ae 


Password: b6 


One tap mobile 


APARO000020105-2444269 


b 6 US (Chicago) 


Sena eN SES PN | US (New York) 
Dial by your location _ 
‘US (Chicago) 
‘US (New York) 
‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 
‘US (Houston) 
Meeting ID b6 
Password: b6 Pee ester PNev tm Oe Fe PT Oee YON ETE CT 
Find your local number; b6 


ene | 


APAR0000020105-2444269 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 5:17:00 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
EOI OHE ZS SPOT co Re pienteicy= BO00S2c7/cte34902H01S 353 20cd 16650: -jscurrier.m]; Eric Hughes 


pattem emcee meme eet eer emir iem ieee 


Woes ExchangeLabs/ou= eyeishse Administrative Group 
(FYDIBOHF23SPDLT)/cn= RecPienite cai=p2 PDLEOO SEO ease eed bas 22602: -readsa]; Karen Lynn Price 


it bs § Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (EYDIBOHF23SPDLT)/cn= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf488 79f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 


i | + Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/en= d4e98409d40a4a9880bfb9f709481e7c-BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc- FARLEYJ.fda] 


cc: Demarcus | b6 + Tountas, Karen (FNIH) {T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHEZ3SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Chen, Helen Q. 


[qingchen@deloitte.com] 


Subject: ACTIV mAb Steering Committee Meeting 
Location: i 

Start: 5/29/2020 6:00:00 PM 

End: 5/29/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, John (FDA/CDER) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Chen, Helen Q. 

Attendees: 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Pe esa ese hd eee ee a 
Meeting tac ie 

Password: b6 : 

One tap mobile RE ee 

b 6 ‘US (Germantown) 


‘US (Chicago) 


APARO000017105 


Dial by.vour location., 
i ‘US (Germantown) 
: ‘US (Chicago) 


‘US (New York) 
i US (San Jose) 
i iUS (Tacoma) 


US (Houston) 


Tos eensme meme tet meat smemememeetemememementons 


Meet 1 . 
Password: | a | RENEE ere cena R eee en mRe ener keke , 
Find your local number: b6 


APARO000017105 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/23/2020 5:17:02 PM 

To: Adam, Stacey (FNIH) [T] ie a Exchange Administrative ereup 


Read, Sarah (NIH/N 
(NIH/NIAID) [E] 


Higgs, Elizabeth 
4 Stein, Peter 


Kevin (FDA/CDER) 


i); iene Janet (FDA/CDER) 


b6 i Carlos O Garner?” 


eee 

cc: Demarcus (BO 4 
[jwachtel@deloitte.com]; Elizabeth Kim falidcn@idelaitte com; Psi RSRIy TRTEYTOD) [E] 
[/o=ExchangeLabs/ou= Px nee Administrative Group 


[qingchen@deloitte. cori} Salathin, aa oe | 
Subject: ACTIV mAb Steering Committee Meeting 
Attachments: ACTIV_TX-Clinical_mAb Steering Committee Meeting _20200529.pdf. 
Location: b6 
Start: 5/29/2020 6:00:00 PM 
End: 5/29/2020 7:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, John (FDA/CDER); Jens Lundgren 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Chen, Helen Q,; 

Attendees: Salathin, Carla 


Dear mAb Steering Committee, 


Please find attached the proposed agenda and slides for tomorrow. Please let us know if we need to add anything else 
to the agenda. 


Thanks, 
Stacey 


Meeting ID: 
en 


b 6 ‘US (Germantown) 
‘US (Chicago) 


US (Germantown) 
b 6 ‘US (Chicago) 
:US (New York) 


APARO000020082-2441080 


: US (San Jose) 


b 6 : US (Tacoma) 
i US (Houston) 


! US (San Jose) 


pineal 7 
i 


Password: b6 


APAR0000020082-2441080 


From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/25/2020 7:43:44 PM 


To: Vincent, Mikef{- 6s, Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Bascles 
Lioneli bs j Corey, Larry [lcorey@fredhutch.org]; Cohen, Myron 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3cic4f75dd4c457-myron_cohen]; Victoria Davey 
ee Administrative Group 


Group (FYDIBOHF23SPDLT)/cn= =e na 12591c90404e46caba73079cf4a5e2ea- dickens) Doroshow, James 
(NIH/NCI) [E] [/o= clea amma exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= sem Re deteaspeieseasbeneaaitoc7 saci akileh Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

Na LL A Cs Bee pients/en- 366447a553f44696b2c79484d90e41e5- sell Resnansky, Laura 


n°) i Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou= eckanee adminiseative reins 
(EYDIBOHED3SPDLT)/en= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Mensah, George (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 LbbOb9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e4 2af1165dcad-weinmang] 
cc: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
NaN clad cael ack Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Jintanat Ananworanich 
was Walker, Robert (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=e577497e37b244168bd76c0b8827ca71-Robert.Walk]; Mason, Robin 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ecipients/cn= hg ee EE Robin. Mason]; Hughes, Eric 


; ll a Robin i 


" Ouadibs Nora 
; Katz, Rebecca NIH / Cars} TET U6: BechangeLab- oUEvehengs KAMP etratve Group 
(EYDIBOHED3SPDLT) /en= Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6el1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Ri a dened ash A 306b2244466140faa9Saaaafe06ebd70- saat Carluccio, Dana 


Stephanie (FNIH) [T] Ho= Se be Exchange Adrainictvative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Li, Rose 

Pat Ey bo...” —— dj; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
EYDIBOHF23SPDLT}7en=Redipients/cn= 5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000003653 


ipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 
1 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


(FYDIBOHF23SPDLT)/c 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 14883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Resiplentsycn 4b /ebAcretabie/ecepedieviat/2c8/- ccolvis]; Jansen, Kathrin 


(EYDIBOHE23SPDLT)/cn=Recipients/cn= 54fa75fe6e304e34baS67c66b832baa0- drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/cn= Recipients/en= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05262020.pdf 

inne aaa naeisde . As 
Start: 5/26/2020 1:00:00 PM 

End: 5/26/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 
Required Vincent, Mike; Goff, David (NIH/NHLBI) [E]; Bascles, Lionel; Corey, Larry; Cohen, Myron; Davey, Victoria; Desrosiers , 
Attendees: Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Kurilla, Mike; Nayak, Seema 
(NIH/NIAID) [E]; Payton, Manzine; Qashu, Felicia; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, 
Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; Mensah, George; Weinmann, Gail 
Optional Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Jintanat Ananworanich; Walker, Robert (OS/ASPR/BARDA); 
Attendees: Mason, Robin La aaa aint Hidehes Eric; Criffield, Robin; Hamilton, Nancy; Melencic, Cheryl (FNIH) [T]; 


Joseph (FNIH) [T]; Santos, Michael (FNIH); Tavesson, Alsricy: Wholley, David (ENIH) (T]; Colvis. Christine (NINOS) 
[E]; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 


Dear Colleagues, Attached is the Agenda for the Clinical Trial Capacity Working Group agenda. | am please to 
iat you know that BARDA (Biomedical Advanced Research and Development Authority, U.S. Dept of Health and 
Human Services) will join the meeting to talk about their CRO relationships. With best regards, Karen 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. 
We'll assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 


Join Zoom Meeting 


Meeting ID: 
Password: 


| b6 US (Chicago) 
:US (New York) 


“ bg US (Chicago) 
| ‘US (New York) 
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: US (Germantown) 


: US (Tacoma) 
: US (Houston) 
i US (San Jose) 


| US (San Jose) 


Meeting IC 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 

Sent: 5/26/2020 3:11:00 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra | _|; Eisner, Mark __|; Gottesdiener, Keith 
a +, Hughes, Eric: ~"y; Judy Currier 

(/oz ExchangeLabs/ou=Exchange Administrative Group. ——SSstStStS 

nae ad egal daabada cent agate ca RL Kim, Elizabeth 


q 3 proschieh, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= echange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Bee PEN aie pice nace thal LEE Ss ccolvis]; Hughes, Eric 


le ce 


4; Lowy, Douglas (NCI) 


Ve ExchangeLabs/ou= Sonanee Adreinicttative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

BB LeAleeaeie ten delal edie Recipients/cn= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


| ‘ Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cne Ree pienis/on= dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


pace Reriblents/cn- 306b2244466140faa9SaaaafeO6ebd70- sealer Carluccio, Dana 


frie seeie sie sereees meen tensmetenomrenteseen ren tmtemeseitesemitnm smtemememeesentmneetestascmten soso 


i |; Menetski, i ioseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=5001af52dc4a427ea3d34f1e07 2f8cb7-menetskijp]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


Be aaah ted | rr $ Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recioientsiens cd9e702fcf28414883d0b6996d677257-wholleyd]; Criffield, Robin 
ENS. eae i; Hamilton, Nancy) be J; Melencio, Cheryl (FNIH) [T] 


APARO0000006499-2441829 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 


[ b6 J; Mueller-Reichenstein, Petra b6 E: Pico, Dianna 


(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= sasaki “lier nenpraensls ti ceria taht picodtl: Quadros, Nora 


(EYDIBOHF 23SPDLT)/cn= Gecpients/an -8e2b174d9bf748e9aa5ed901b4c5a3d9- katetdls Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6el1e0-hillzs] 

Subject: Summary and action items - CT Capacity WG meeting #11 

Attachments: Clinical_Trial_Capacity_Working_ Group Meeting_11_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary and action items for meeting #11 (May 22, 2020) of the full working group. The 
summary from the call today will be distributed as soon as it is available. The next full working group meeting 
is scheduled for Friday, May 29 at 9 am eastern time USA. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation ss the National institutes of Health 


>, Suite 500, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-15: fnih.org/pandemic 
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From: 


Sent: 
To: 


cc: 


Subject: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
seal eserane — AM 


Christine (NIH/NCATS) [E] [/o= aban aed Exchange Adnninisuanve Group 
He eee ee eOACDEa Te bonnact read Young, John 


(YDIBOHR2ZaSeDLT fens Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Abedles dialectal Recipienisyen- Oo teasoab ee ba Ose pe eciieca: ehiggs]; Carlos O Garner 


EVOIBOHESSSPDLT ene Récipients/cn=036113c7be0t42#897d1294cfbb99c10-goffdc] 

Elizabeth Kim [elkim@deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [rosalvarez@deloitte.com]; Salathin, Carlai 


Parker, Ashley (NIH/OD) [E] [/o= ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o= sen cuyeia Exchange Administrative Group 


Administ cave Group eRe SE eee p scinfenis/cratnes uanean=ae-eute anabcraasae: walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam]; Rose Li Central Account 
[FNIH@roseliassociates.com]; Chen, Helen Q. [qingchen@deloitte.com] 

Inquiry about the ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #13 


Dear ACTIV Agent Prioritization Subgroup, 


It has become apparent that our mAb Prioritizaiton Subteam will need to have a second meeting this week. 


Since we are still working on getting back the data requested for this larger team, | was hoping this group would allow us 
to cancel this larger meeting and use the time to have just a meeting of our mAb Prioritizaiton Subteam. 


This group will get an overall update on the progress of the TX-Clinical WG at our large WG meeting with both the Agent 
Prioritization and Master Protocol teams, and we will work to get individual meetings for the other Agent Prioritization 
Subteams on the books for next week if the data has been fully assembled. 


Please let me know if you have any opposition to canceling the meeting to allow for the smaller group meeting. Ifa 
majority would prefer to keep the meeting, we will find another time for the small group. 


Thanks, 


Stacey 


APARO000005284 


Stacey J. Adam, PRD 
Director, Cancer 


b 6 iUS (Chicago) 
‘US (New York) 


US (Chicago) 
‘US (New York) 


| /US (Germantown) 
US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
‘US (San Jose) 


i 
lisieelcmiatas a IS 


Meeting ID: 06 Te | 
Passwords, 6 
Find your local number:! b6 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/27/2020 12:53:21 AM 

To: Judy Currier [/o= ieahebre mang ee Administrative Group 


Read, Sarah (NIH/NIAID) [E] ENE CR IRE ENE Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


[/o= Eycianeiaee/ouce Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co];} b6 i Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

HEROIC ESET PLT ene pecblente/cis b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Carlos oO Garner 


(FYDIBOHE23SPDLT)/cn= Rc enieniclene d4e98409d40a4a9880bfb9f70948167c- BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: Demarcus if in neers b6 sisi} Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= BeSpienisy ci 30662244466 140faa95aaaafe0Gebd70- Pachatan: Jhoanna Roa 


Smalidon i 
Carluccio [ - b6 |; Chen, Helen Q. [qingchen@deloitte.com] 

Subject: Materials for ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting 

Attachments: ACTIV_TX-Clinical_ACTIV-2 Writing Team & mAb SteerCo Joint Meeting Agenda_0527020.pdf; a5401-d06- 


052520v2.docx; Adapt Out COVID CSRC 052520.pdf 


Dear ACTIV-2 Writing Team and ACTIV mAb Steering Committee, 


APARO000005280 


We are looking forward to this joint meeting tomorrow in which the ACTIV-2 team will share their progress on the mAb 
outpatient master protocol with the Steering Committee. The team will review the current thinking within the 
protocol. Then they would like to solicit feedback from the Steering Committee about a few remaining questions that 
could still alter the protocol structure. 


Please find attached the materials for tomorrow: 
1. Meeting agenda 
2. Current ACTIV-2 master protocol 
3. Slides summarizing the current protocol 


Please note that the stats team is still working to insert the final design of the Bayesian framework that will be used for 
agents beyond the first drug(s) into the trial for progression from Phase 2 to 3 within the study. This framework will not 
apply to the early entrants since prior learnings will be needed to inform the Bayesian model. 


In addition, the team is waiting on some critical feedback from the FDA about how to address company feedback for a 
Phase 1(ish) safety/dose “run-in” study protocol that could be paired with the master protocol and potentially be 
overseen by ACTIV. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Drrector, Cancer 
Research Partnerships _ 
Directs! 


US (Germantown) 


i US (Chicago) 
‘US (New York) 
i ‘US (Tacoma) 
i ‘US (Houston) 
‘US (San Jose) 
eae, US (San Jose) 
Meeting ID 
Password:} b6 | 
Hind your bear miniben es: Ps 20 oe STD ; 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/27/2020 12:53:26 AM 

To: Judy Currier [/o= cal ae kin mats Administrative Group 


Read, Sarah (NIH/NIAID) [E] AA pe BY AER SEAR Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= pe noeicine te hud Exchange Administrative Group 


[eee ean ee ee ee en Ea ee ee Nf eee ae eT Oe ee oO ate 


i b6 iEron, Joe 
rea b6 —_} Javan, Arzhang (NiH/NIAID) [E] [/o=ExchangeLa bs/ou=Exchange Administrative Group 
TEYDIBORIEZ3SPULTY/¢h= Recipients/cn=f1d19903ce334e38821395d7aa1327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]; LHosey@s-3.com; Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4debab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
_{FYDIBOHF23SPDLT)/cn= Beenie ar b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 
i ; Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= saeislenistean d4e98409d40a4.a9880bfb9f709481e7c-BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza] 
cc: Demarcus ee Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou= raees Administrative Group 


Subject: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Protocol Update 
Attachments: Adapt Out COVID CSRC 052520.pdf; a5401-d06-052520v2.docx; ACTIV_TX-Clinical_ACTIV-2 Writing Team & mAb 
SteerCo Joint Meeting Agenda_0527020.pdf 


CMON Naa at a ; 
Start: 5/27/2020 5:00:00 PM 
End: 5/27/2020 6:00:00 PM 


APARO0000005276-2440907 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: = (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 
ye ee Re ne ee ae  Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jhoanna; 
7 b6 * Kim, Peter (NIH/NIAID) [E]; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Higgs, Elizabeth 


(NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, 
Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina (OS/ASPR/BARDA) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jhoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Lucas Smalldon; Rose Li Central Account; Dana Carluccio; 
Chen, Helen Q. 


Dear ACTIV-2 Writing Team and ACTIV mAb Steering Committee, 


We are looking forward to this joint meeting tomorrow in which the ACTIV-2 team will share their progress on the mAb 
outpatient master protocol with the Steering Committee. The team will review the current thinking within the 
protocol. Then they would like to solicit feedback from the Steering Committee about a few remaining questions that 
could still alter the protocol structure. 


Please find attached the materials for tomorrow: 
1. Meeting agenda 
2. Current ACTIV-2 master protocol 
3. Slides summarizing the current protocol 


Please note that the stats team is still working to insert the final design of the Bayesian framework that will be used for 
agents beyond the first drug(s) into the trial for progression from Phase 2 to 3 within the study. This framework will not 
apply to the early entrants since prior learnings will be needed to inform the Bayesian model. 


In addition, the team is waiting on some critical feedback from the FDA about how to address company feedback for a 
Phase 1(ish) safety/dose “run-in” study protocol that could be paired with the master protocol and potentially be 
overseen by ACTIV. 


Thanks, 
Stacey 


Join Zoom Meeting 


: US (Germantown) 
; iUS (Chicago) 

i iUS (New York) 
US (Tacoma) 

‘US (Houston) 
‘US (San Jose) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/27/2020 1:20:05 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 2382 PLTIen= Recplent/ct= c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 

b6 { 


fF Gottesdiener, Keith 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
Sau cian Recipients/cn= ee ee m]; ee Lisa 


iF WDIBDEE DIPOLE Ene pe onncead 7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= ee Sylva. Coli]; Amanda Peppercorn 


/o= ExchangeLabs/ou=Exchange Adininisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o= Gane eoml sis eh Administrative Group 


(EVDIBOHEZ3SPDLT) /ene aeapienisiene '462d88ba0c3b44e3bb922236c61304b3- oneal Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1leefec944a68a94addd3b24835f5-brownj7]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda] 

cc: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Le ails detel hel See tie ee ee Solis: Desrosiers, Betsy 


‘ eikim @deloitte. com]; Kurilla, Michael (NIH/NCATS) 6] [/o=ExchangeLabs/ou= Bychanpe Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 


GADB0000003764 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(YUIBOHE2 SSE DE /ete Reeiplenis/a> 54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 


POpeGHEISSPUITIIGE Ronipientaiene 40c04fef6f1e46f5b750753cd5a14f93- cerned Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Tolman, Brett 
[btolman@deloitte.com]; Alvarez, Rosa Maria [rosalvarez@deloitte.com]; Chen, Helen Q. [qingchen@deloitte.com]; 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: COVID-19 Status Reports and Dashboards from VA and UC System 

Attachments: Copy of DailyReport_20200522.xlsx; UC Report 5-22-20.pdf 


Dear ACTIV TX-Clinical Working Group, 


Please find attached some initial RWD that the FDA team has been kind enough to give us access to and will update for 
our group each week if we would find it useful. 


Please let me know if either our Agent Prioritization Subgroup or the Master Protocol Subgroup would find this data 
useful as we are prioritizing agents and planning trials. If so, | will work with Peter Stein to ensure our group gets the 
updated information at the proper cadence. 


Please do not share beyond the ACTIV group at this time. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
pupecier, Sara 


From: Stein, Peter? b6 
Sent: Monday, May 25, 20206:59 PM 
To: Adam, Stacey (FNIH) [7]; b6 


iialsenialkc inne eieiciid atone tcanen nomen 


Subject: reports 


Stacey, 

Amy Abernathy is coordinating a group pulling in RWD from a number of sources — 
with daily reports from the VA and UC system. She has permission to have these 
shared with the ACTIV group — so I’ve attached reports from last week, and if 
useful, we can have these at whatever frequency we prefer. 


Regards, Peter 


Peter P. Stein, MD 
Director, Office of New Drugs, CDER/FDA 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/27/2020 2:24:49 AM 
To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipichits/ce- ii sc Aesthetic tad -jscurrier.m]; Eric Hughes 


* Sandeep Menon 

= Brosehat, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (EVDIBOEED3SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


sis Sas bc bev es fon ees estes pveed ee iensenreepieees testes ve vaee elemia tims Simian a uain mete eeniatasaininwaininiatecmiasnimenimimenial neniasmiarninsaemuntaiatabaintaieenined 


[/o= Snes Ekehanbe Adtninistfative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]j nad b6 ss Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: Demarcus! b6 i Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93- -tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


{FYDIBOHE23SPDLT)/cn= Reciprents/en= coi" aetna * sauaeaad parkeras]; Jhoanna Roa 


Helen Q. jcineehen@delont= com] 
Subject: Follow-up to ACTIV-2 Writing Team Meeting 
Attachments: ACTIV_Therapeutics-Clinical_Master Protocol Subgroup_ACTIV-2 Writing Team Meeting Minutes_20200526.pdf 


Dear ACTIV-2 Writing Team, 


Please find attached the notes from today’s meeting. 
As a brief update, the questions have been email to Peter Stein and John Farley from the FDA, and we will keep the 
group posted on what we hear. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National see of Health 


Direct: i b6 i| Mobiles! b6 i 


{ 1400 Rock 


le Pike, Suite 600, North Bethesda, MD 20852 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E18EF4CC6952FE5F80-SANTOSMR] 

Sent: 5/27/2020 3:42:28 AM 

To: Sa Aa ONT RCN Ra ct ESN Sra tp Nh PCARRD NC ON tol ID UENO UE Ka ENO LEON OIA, 
Gruber, Marion (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=ebf7a8eb8dd541b2883a966ea5afd809-GRUBER fda]; Marks, Peter 


(FDA/CBER) [/o= pois poole re Administrative Group 


i (USA)! 
“Foz ExchangeLabs/ou=Exchange Administrative Group 
EYOIB OEE ZesOtn ene Recipients/cn= c8d079e00a5649639c6f1425f3bb075f-nax3]}; Greg Glenn 


Cc: 
FVOIBOREDSSPOLIV Gk: Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa Maria 
{rosalvarez@deloitte.com]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Brian Rosen 
ee be ; Chery! Keech [ckeech@Novavax.com] 

Subject: Agenda for the Protective Immune Responses Sub-Group meeting 


Attachments: M_Cavaleri_regulatory_framework_emergencies.ppt 


Dear Protective Immune Responses Sub-Group members, 
We’re looking forward to today’s (Wednesday) meeting, at 9am ET (6am PT / 3pm CEST). 


Since our last meeting, Marco kindly shared the attached document on EMA and member state regulatory pathways for 
vaccine use and approval. Unfortunately Marco won’t be able to join this meeting, but has offered to discuss the EMA 
pathways at a future meeting. 


Our recent meetings have focused primarily on understanding regulatory pathways for vaccine use and approval, and 
the types of evidence that factor into regulatory decisions for different pathways, with two presentations on upcoming 
sources of evidence (NIAID NHP challenge studies using sera/IgG/mAbs and CDC immunological studies). A key goal of 
this group is to facilitate vaccine developers to generate evidence that can support evaluation of vaccine efficacy. For 
today’s meeting, we plan to discuss the different categories of evidence and identify priorities for ACTIV to engage to be 
supportive. 


We look forward to the discussion. If you are unable to attend please feel free to send comments or questions before or 
after the meeting. 


Best regards, 
Brett and Mike 


Michael Santes, Phil 
Associate Vice President, Science | Foundation for the National Institutes of Health 


APARO000006190 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, May 26, 2020 12:19 AM 
Subject: Notes from the Protective Immune Responses Sub-Group meeting 


Dear Protective Immune Responses Sub-Group members, 


Please find attached notes and materials from our meeting last week. Thanks again to Donna and Natalie for presenting, 
and as always to Marion for her contributions to the regulatory pathways during the meeting and subsequently. 


We will be in touch again soon regarding this week’s meeting. Feel free to reach out any time with questions or 
suggestions. 


Best regards, 
Brett and Mike 


Michacl Santes, Pad 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, May 19, 2020 8:56 AM 
Subject: Agenda and Materials for today's Protective Immune Responses Sub-Group meeting 


Dear Protective Immune Responses Sub-Group members, 


Please find attached two documents for today’s Protective Immune Responses Sub-Group meeting (2pm ET / 11am PT / 
8pm CEST): 

e An updated table of pathways to vaccine use 

e Notes from the last Sub-Group meeting (with my apologies for the delay) 


For today’s meeting, the agenda items are: 
e Discussion of the updated pathways table and next steps 
e An overview of the CDC’s serology activities by Natalie 


We’re looking forward to the discussion today. As always, if you are unable to attend please feel free to send comments 
or questions before or after the meeting. 


Best regards, 
Brett and Mike 


Michael Santes, PRD 
Assaciate Vice President, Science 
Foundation for the National Institutes of Health 


Grrr sicretceeemene “4 
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Stay at the forefront of FNUH news: thih.ore/newsiletter 
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From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 


Sent: 5/27/2020 12:16:42 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group : - 
(DIOR 200 PE Ia Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]i._.. PO, 5 
ae aac ea ce ; 
Joeeeeereeenernennennnersennnenpggeereannnereernnannnsserranenes Ba Fie RSIBH J S2ENCHSMBSLABETOUEEXchange 


Ae ec eg a RPO oe RR moore ORES Sec er ae Ee Ee ee 


(FYDIB dF 2 252 DEN ens Resapletta at 182 soe tas ena eae: rbaric. email; 


“Gioup (FYDIBOHF23SPDLT)/cn= Recinentelene ad34123055944f97bedbef038d375cd7- Suncast Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbhb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(EXE IEO DI cose BUM ene Recipients/cn= Sasabede Seer ses ate aacdsen roles: DEMINGD.fda]; 


(fe ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

pA Bespin 410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 


cc: Wiholiey, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 279e14fa/42841Sbb86087d08b628ebf-melencioc]; Desrosiers, Betsy 


settee reer eermemeememem meme eee eensmncensmnemenemememsmsmcmsmsmsnsmsmsmsmemem sms, 


i b6 ‘Hughes, Erici } Jansen, Kathrin 
bt” rh Kurilla, Michael (NIH/NCATS) [E] [/o= Exchange abs/ouz Exchange Administrative Group 
ae ae Récipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kim, Elizabeth 
[elkim@deloitte. miu Tolman, Brett [btolman@deloitte. com; Wachtel, Jonathan [jwachtel@DELOITTE.com]; 


i ‘Lagos, Enrique (NIH/NCATS) 


(El [/o=ExchangeLabs/ou= hance Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654 bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD} [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APARO000004849 


; Dave Frankowski) a Ai ah eter § Baric, Toni C 
i | Lowy, Douglas (NIH/NCI) [E] ocexch ngeians/ous Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 
[bstratton@DELOITTE.com] 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 
Attachments: PRECLINICAL Working Group_Agenda_20200527_d2.pptx; 2020-05-22 Preclinical WG_Summary_V1.docx 


(FYDIBOHF23SPDLT)/cn= Recipients/cn=5bbac95b1f6e4514a299b318030c31f6- “shawcy]; Rodriguez, Robin D 


Hi all, 


Please find attached our agenda for today’s meeting and the summary notes from our Friday meeting. 


Look forward to our discussion today. 


Regards, 
Joe and Rosa 


ad be Barc, Ralph eee 

L mre) EI; Hewitt, Judith (NIH/NIAID) [Ee]; Deming, Damon (FDA/CDER) 

favrahemcnnnnntinwen pag tennant 

2 ene antes ae ee ese ed. eee aa eeeennen 

Dias oe BET dlams, Peter (OS/ASPR/ BARDA); Rao, Srinivas; Qashu, Felicia ‘AH Ob) [E]; Tomas 
Cihiar; | Vucatassbunsunguaueartcdt etal paces eae helt hs {USA) 


Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Desrosiers, Betsy; 
Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa 
Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana 
Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; 
Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; 
Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 27, 2020 10:00 AM-11: sich a (UTC-05:00) Eastern Time (US & cones): 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


APARO000004849 


+13126266799,,96042403854#,,1#,124630# US (Chicago) 


Dial by your location | 


US (Germantown) 
iUS (Chicago) 


| iUS (New York) 
iUS (San Jose) 
‘US (San Jose) 


‘US (Tacoma) 
fod eteetae ale US (Houston) 
TM rae ae 


jr emanating 
Password: ! b6 : 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004849 


From: Alvarez, Rosa Maria [rosalvarez@deloitte.com] 
Sent: 5/27/2020 1:44:57 PM 


To: Menetski, Joseph savas [T] [/o= di rope Exchange Administrative te 
op (FYDIBORFZSSPDLT/en-= Recipients/an= ad34123055944f97bedbef038d375cd7- scot Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; 
ee eect aia ndaresie saad areata enancccanacs Paneer, Nenley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; 
bb} Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9 146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
b6 |; Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDL1)/cn=Recipients/cn=366447a55344696b2c79484d90e41e5-qashufm]; Tomas Cihlar 
pee aa ee ag ee eee b  ~=——~— 
cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange AdministrativeGroup #8 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
AENDIB OE 22> OL an Rep ene aie ae eee Oe eee relenciod|) Desrosiers, Betsy 
i Hughes, Eric! 

7]; Kurilla, Michael (NIH/NCATS) {E] [/o= pychengelabe/ouk exchange Administrative Group 
tFVOIBOFESSSPOLTY/end Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kim, Elizabeth 
[elkim @deloitte. com]; Tolman, Brett [btolman@deloitte.com]; Wachtel, Jonathan [jwachtel@DELOITTE.com]; 

~}; Diamond, Michael [- 


(ocr Se oni oipenee ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654 bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


APAR0000004852-2442524 


J EEOEE OL en- Recipients/cn= eee eee nena); Rodriguez, Robin D 


Group (FYDIBOHF23SPDLT)/cn= Baie is) on ideo oaredvacd api i7stoesesda7 ies! lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 
[bstratton@DELOITTE.com] 

Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 

Attachments: PRECLINICAL Working Group _Agenda_20200527_d3.pptx 


Hi all, 


Apologies — attached is the agenda along with a preliminary overview of our Preclinical Mid-term Plan as well as an 
updated timeline for our discussion today. 


Look forward to our discussion today. 


Regards, 
Rosa 


Rosa M. Alvarez 
Deloitte Consulting LLP 


www. cdelaitte, com 


From: Alvarez, Rosa Maria 
Sent: Wednesday, May 27, aoe 8:17 AM 


i; ~ | Kurilla, Michael (NinNCATS) [E] 


b6 b oe, Dougie nell b6 7 Read, Saran (NIH/NIAID) (El. b6 ; 


I pec eee ener ee emer emeneetermeneermemenenepen snl Ar Lav AAVVAA VA AA seemvacaeaemsmeat 


} Rodriguez, Robin D é 


ebecareare emer ss 


APAR0000004852-2442524 


el (ee ; Florence, Clint (NIH/NIAID) [E]}i = DG >; Nancy Haigwood 


= 4 Stratton, Benjamin <bstratton@DELOITTE. com> 
Subject RE: ACTIV Preclinical working group (Tuesday meeting) 


Hi all, 
Please find attached our agenda for today’s meeting and the summary notes from our Friday meeting. 
Look forward to our discussion today. 


Regards, 
Joe and Rosa 


; Adams, Peter (0S/ASPR/BARDA) Rad, Srinivas: Qashu, Felicia iNi/OD) {E]; Tomas 


el an (USA) 


Ce: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Desrosiers, Betsy; 
Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa 
Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana 
Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; 
Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; 
Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 27, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


piataaimlaimiatntesini Gimp ioatara: oratintnininda:a nratninresaiarataladnin:neninintaieiavmsatmiainmiaimiareiaiacarslaimiGlataenimiacernreesneretmrarmiaravatatmenraiaimiasaeny 7 


b6 | 


Meeting ID: 7 
Password:: 


‘us (Germantown) 


(US (Germantown) 


| 'US (Chicago) 
iUS (New York) 
iUS (San Jose) 


US (San Jose) 


APARO0000004852-2442524 


wan aa ee 
—e b 6 US (Houston) 


pester eee eee eee 


Password: b6 fo 
Find your local number: } b6 


Meas SeacncsepSiasten  jncnsed cntean os oaasaans avtmccsad yeabant menses oommnstene meander ma ee a naa 4 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEFG6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/27/2020 5:52:13 PM 
To: Bascles, Lionel [ ; Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
a ecipients/cn=2141b9e28c1a42 1fb3cic4f75dd4c457-myron_cohen]; Corey, Larry 
i Victoria mee [/o=ExchangeLabs/ou=Exchange Administrative panes 


b6 


i seem rmeinpmeay pases iesmenemsmemtmeee erst 


Gioup [EYDIBOHFS3gPOLT fone ie 12591c90404e46caba73079cf4a5e2ea- neere Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= peo pieniinl aid0fb9f055940c39b387cae2485faa6- eorestey: Garner, Carlos 


(FYDIBOHF23SPDLT)/ene qe cipientayei=bs61 14-7 bc oreatee 7129 4cibbaeeia cored: Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bb0b9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1d5ee6848004578b5bf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn= pSPeneiar ee Resnansky, laura 


(sib Bet '- Stein, Peer iPDA/CDER [/o=ExchangeLabs/ou= eheaue Adeuinistrative Group 
(PYDIBOHE23SPDL Ti/enzRecinients/en= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 
b6 ‘Wachtel, Jonathan [jwachtel@deloitte.com]; Weinmann, Gail (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e4 2af1165dcad-weinmang] 
cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


DE ee aa al pel lire legal ccolvis]; Hughes, Eric 


[/o= ExchangeLabs/ou= Exchange adainisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{DIDIBOHF 285° DLT)/en= i allel 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


‘EVDIBOHE23SPDLT)/en= Rocipients/ene dcd875f0679648859e1cf101c0943414- qadanaa: Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Ba sere dante bel Heepients/eae 30662244466 140faa9Saaaafe06ebd70- parkeras]; Eaniecley Dana 


etp (FYDIBOHF23SPDLT)/cn= one ce Py scidr- 74s BA 1sUndeDETOsbEDE et anciencodl Culp, Michelle 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Gonzalez, Nina 

[/o= ExchangeLabs/ou= Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486q]; 


omni sn icmisin soem ick venus pin ochomsi sab anahinidendeoeiicsenidmiensiendinitoeliy 


Heaton, Penny: be ae etal DB } James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf7957 7e2aa8d1-jamesst]; Li 
Rose i b6 |; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4.a427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


Mook tc inet MOO a te Bess 4]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYOIBOHF23SPOLT)/en-Recipients/en= cd9e702fcf28414883d0b6996d677257-wholleyd]; Criffield, Robin 
be Hamilton, Nancy! be ]; Melencio, Cheryl (FNIH) [T] 


GADB0000003629 


Nigella seasoe eapebpedenl oe Administrative Group 


Gini [C] [/o= cranecisue/ei Exchange Administrative Group 
ABIL elle aa Recipients/cn=47 1cb6a63c8846a69073e1e968f3964c-picodf]; Quadros, Nora 
i De Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/en= Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6el1e0-hillzs] 

Subject: Summary and action items - CT Capacity WG meeting #12 


Attachments: Clinical_Trial_Capacity_Working_Group_Meeting_12_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary and action items for meeting #12 (May 26, 2020) of the full working group. The next full 
working group meeting is scheduled for Friday, May 29 at 9 am eastern US time. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Seientific Program Manager 
Foundation for the Mational fastitutes of Health 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF10100943414-ADAMSJ4] 

Sent: 5/27/2020 10: 18: 57 Jeu ee 

To: 


iv 


, 


Keith Gottesdiener [ b6 | Elliott Levy 


= a fete | Wung, Peter /US 7777 bE} Koroshetz, Walter (NIH/NINDS) iE) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548c5ec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


ee | slap er one aE ST ehiggs]; Carlos 0 Garner 


(EVDIBOHES3SPDLT)/enz Rlécipients/en=036113¢7be0f42f897d1294cfob99c10-goffdc] 


cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= 500 laf52dc4a427ea3d34fle072f8cb7-menetskijp]; Alvarez, Rosa Maria 
[rosalvarez@deloitte.com]; Salathin, Carlai, ak Battal | ee REE are cna: } Parker, Ashley (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Walker, Paula 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; Ward, Jackie (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe341 1cb3a834f-wardjam] 


Subject: Canceled: ACTIV TX-Clinical Agent Prioritization- mAb Subteam Meeting oo, 
Location: b6 
Start: 5/28/2020 4:00:00 PM 
End: 5/28/2020 5:00:00 PM 


Show Time As: Free 


Required Read, Sarah (NIH/NIAID) [E]; Eric Hughes; Amanda Peppercorn; Breuer, Sebastian; Martin, Flavius; Andrew Charles 
Attendees: Adams; John Mellors; Marovich, Mary (NIH/NIAID) [E]; Judy Currier; Tressler, Randall (NIH/NIAID) [E]; Smith, David 
Optional Elizabeth Kim; Chen, Helen Q.; Payton, Natalie; Andrew Para; ( a b 6 ; Dana Carluccio; Lucas Smalldon; 
Attendees: RoseLiCentralAccount eT — OO 


Dear ACTIV TX-Clinical Agent Prioritization team, 


Thank you all for your responses. We will be converting this meeting into a mAb Subteam meeting for 
tomorrow in the hope of finalizing the minimal entry criteria. 


Thank you all for your flexibility and understanding. 


Stacey 


APARO000017102-2442038 


Join Zoom Meeting 


Meeting ID 
Password: it 


1 b6 1US (Chicago) 
4 JUS (New York) 


i . a ees 
: ‘US (New York) 


‘US (Germantown) 
:US (San Jose) 
‘US (Tacoma) 


: ‘US (Houston) 
/US (San Jose) 


APARO000017102-2442038 


cc: 


Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 
5/27/2020 10:49:05 PM 


i Cohen, Myron 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3c1ic4f75dd4c457-myron_cohen]; Denny, Joshua 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cdb4626dabbb45aa8b8e5d21169344e6- dennyjc];i b6 i 
Erbelding, Emily Hida [E] [/o= secon Exchange Administrative Group a eens 


[/o=ExchangeLabs/ou=Exchange Administrative Grol 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5dc9f31ded5 94eff8ac506d2c4103c15-ledgerwood];: 
Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c56902718a-lowyd]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Marovich, Mary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfd0192d165d4643accf6347728dbaeb-marovichma]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn= Lieb ee eecaieceae eee recat mascolel) 


"Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn233958e1252cf4266bffc8d9498815715- prediil som]; 
Offit, Paul [/o= scale ape Eiande Administrative Group 


piererermirmrcomumrmimomumrmememrmcetimememsmememememtntmag ee memapimempneqensasmennpemsniead 


‘TEVDIBOFEZSSPDLT) /en= anes sage /Ozic 2e(ddaaadobesocde7 1257 swhalleval Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Laurent Humeau 


| be. 4 Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FVDIBOHF23SPDLT)/cn= Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHA6]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c249692151d46d6ac80cb28ada3d3a0-qzr7]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Culp, Michelle (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Reciplents/cre sg ican tenesclne ashen nana gadboisel]; Wachtel, Jenamnan 


(EVDIBOHED3SPDLT)/en= Ge jolenicjencoeb adi bebaceriouaise7-4e yidbsichaconit Kozlowski, Mary 
(NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=153 73a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Austin, Sarah 
(NIH/NIAID) [E] [/o= slp haem peels Administrative Group 


(/oz ExchangeLabs/ou= aac Adeninistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79e781b1f84a4f87 8583062a6ae87017-sitars]; Tong, Tina (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000003597-2442383 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=79a14013c7204460809b8c42 13282808-tongtl]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Tountas, Karen (FNIH) [T] 


[/o=ExchangeLabs/ou= ets Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipientsieas b2e527dbda2b4a86b8d72f06b813d471- MarksP.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
ea ale eae a Recipients/cn=441f65db836c4a89a42aech9a0d9b96c- NARS]j b6 


a a iUSA) ees eo De setae ee te 4; Offit, Paul [/o= ExchangeLabs/ou= Exchange | 


pete iee cee cecrm eminem screener lemme nee eteim terete rate teint emtmrermtmtetmemensy 


‘{/o= ExchangeLabs/ou= eyhange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHA6]; Verani, Jennifer R. 
i ae le ey [/o= Rebs Exchange Administrative ae 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0712e2a723d741e8a78c4c8d37724ba1-sallyh]; Follmann, Dean (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42106b36984344e091442 1f5fe408e7b-dfollmann] 

Subject: REVIEW REQUESTED by Thursday, 8pm ET: NIAID DSMB membership 

Attachments: NIAID DSMB suggested names.docx 


Dear Vaccines Clinical Trials Sub-Group members (and cc’ing the Vaccines Working Group), 


As mentioned in a previous email, NIAID is constituting a DSMB for the efficacy trials that are implemented with US 
government funding. They have collected 20 recommendations in the attached document (including some from this 
group), from which they plan to select 9 plus alternates in case not everyone accepts. They are looking for a specific mix 
of experience among the 9 (see header of the attachment). 


Please review the document and provide any input you have on the proposed DSMB members by tomorrow 
(Thursday) at 8pm ET. Your feedback would be appreciated on any listed person that you would particularly 
recommend and any listed person that you would advise against inviting. We will share consolidated feedback from the 
group with Sally Hunsberger and Dean Follmann of NIAID; your individual feedback will not be shared. 


Sally and Dean plan to join the start of our meeting tomorrow to answer any questions about the process, but we do not 
plan to discuss opinions about individuals in the meeting. 


Please let us know if you have any questions. We look forward to your input. 


GADB0000003597-2442383 


Best regards, 
Brett and Mike 


Michael Santes, PhD 
Associate Vice President, Science 
foundation for the National Institutes of Health 


b6 ss fiih.org 


jibe Pike, Suite 600, North Bethesda, MD 20852 


Leen ees 


Stay at the forefront of FNIA news: [nih ore/newsietter 


GADB0000003597-2442383 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/28/2020 1:48:30 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EYDIBOHF23SPDLT)/cn= Bec iene ici BO OE ce Lee eolpe eee pou sacumieh m]; Eric Hughes 


Administrative Group foInenEsspoiieee Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


PYGROHFISSPDE TCA: Recipients/en= fe dibded cad ahe dana tade 7 at veh Grane): Roa, Jhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421- Marina.Koza] 


cc: Demarcus ee «ee nenS » Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou= eee Administrative Group 


Helen @. iqingchen@deloitte.com] 
Subject: Agenda for ACTIV-2 Writing Team Meeting 
Attachments: ACTIV_TX-Clinical_ACTIV-2 Writing Team Meeting Agenda_05282020. pdf 


Dear ACTIV-2 Writing Team, 


Please find attached the proposed agenda for tomorrow’s meeting. We may also have some outcomes and slides to 
share from the stats meeting preceding this, but those will be distributed after that call. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Durector, Cancer 
Re — Tartnersinps 


APARO000005272 


Dial by your location 


:‘US (Chicago) 
‘US (New York) 


‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 

'US (San Jose) 
Meeting ID‘ bé 
PASSWOEd DG. cena twa snriates Sie cheered es ata 
Find your local fitimber:: b6 | 


RR Pn ne re Ce OT 


APARO000005272 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/28/2020 1:48:33 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EIDIBD EF 22 SPOUT coe Reepienis/er= Oe eee m]; Eric Hughes 


1; Proschan, Michael (NIH/NIAID) [E] T/o= ExchangeLabs/ou=Exchange 
“Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f3 1fe7bcaa0Sbc- FARLEYJ.fda]; Karen Lynn Price 


EVDIBOHEDSSBDLT)/en= Recipienis/on= £1d19903ce334e3882139Sd7aa1327c4 terre Roa, Jhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group = 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Bec Rin niece ties Lipid arcades caanta aes Marina.Koza] 


cc: Demarcus} b6 i; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (EYDIBOHF23SPDLT)/cnzRecipients/cn=40cO4fef6f1e46f5b750753cd5a 14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


Male Sacra bared halle se le aa 306b2244466140faa95aaaafeO6ebd70- parkeras}; Jhoanna Roa 


Helen Q. [qingchen@deloitte. ae 


Subject: ACTIV-2 Writing Team Meeting 

Attachments: ACTIV... TX-Clinical_ ACTIV-2 Writing Team Meeting Agenda_05282020.pdf 
Location: 

Start: 5/28/2020 3:00:00 PM 

End: 5/28/2020 4:00:00 PM 


Show Time As: Tentative 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: ENED) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen aon Price; 


‘Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jnoanna; 
ae See Kim, Peter (NIH/NIAID) [E]; Kozak, Marina (OS/ASPR/BARDA) 


Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Chen, Helen Q. 


Dear ACTIV-2 Writing Team, 


Please find attached the proposed agenda for tomorrow’s meeting. We may also have some outcomes and slides to 
share from the stats meeting preceding this, but those will be distributed after that call. 


APARO000017100 


Thanks, 
Stacey 


Join Zoom Meeting 


‘US (Chicago) 
'US (New York) 


j ? US (Chicago) 
'US (New York) 


i US (Germantown) 
i i US (San Jose) 
1 | US (Tacoma) 


1 : US (Houston) 

Pa onatiak _} US (San Jose) 
Meeting ID 6 
PassWOrds! DO. ore cere ee eee ace 
Find your local number: Be cece tO cu pce ec 


APARO000017100 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/28/2020 4:54:28 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn= ante aap tect sei a DECLAROR. fd]; Draghia-Akli, 


= ExchangeLabs/ou=Exchange ‘Administrative Group 
(FYDIBOHF23SPDLT)/cn= ge eee ee m]; om Elizabeth 


seimeetm ere imiergerenmernememay KEVY, EEO G0 Nd 


| Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou= ee 
Administrative Group (EYDIBOLF23SPDLT)/cn= Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983 e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= pioneer -Sylva.Colli]; Amanda Peppercorn 

a: Garner, Carl{...........b6. ss} |; Higgs, Elizabeth (NIH/NIAID) [E] 
{oz ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o= rahe nen SEXenSHES Administrative Group 


oon ne ee maura ‘462d88ba0c3b44e3bb922236c61304b3- -dineclel; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
_{EYDI BOHE235PDLT)/cn=Recinients/cn=4b7e84cce098457896b2df19fa 172c87-ccolvis]; Desrosiers, Betsy 


E scucdentecacced 4 re $ Jansen, Kathrint - es $ Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Aanniniswative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000003398 


JEYDIBO REZ SEO ene ss al ee ee eee “dri. helix. nj; Young, John 


i]; Macone, Erin? 


ox ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn= Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 


i ena at b6 iF Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
‘(FYDIBOHF23SPDLT)/cn= Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 


' + Rose 


EE. ES is Advninistrative G roup 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bb0b9aac84846c-mensahgal]; Kiley, James (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Groesch, Mary (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab7 7a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa] 


Subject: ACTIV TX-Clinical Working Group Meeting #8 

Attachments: ACTIV_TX-Clinical Working Group Meeting Guide_20200528.pdf 
|, sa eee nty eertener SONias Teter mennnO: en Neenecene a anne sen eeneIE PUNT TNE } 
Start: 5/28/2020 5:00:00 PM 

End: 5/28/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E] 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
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Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 


(NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] | b6 ); Rubin, Daniel B. (FDA/CDER); Marston, Hilary 


Rissromec ainioemvasesemcecmemnmtacmrmaeae i 


(NIH/NIAID) [E]; Hoots, W. Keith (NIH/NHLBI) [E]; Mensah, George (NIH/NHLB)) [E]; Kiley, James (NIH/NHLBI) [E]; 
Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E] 


Dear TX-Clinical WG, 


Please find attached the slides for the meeting today. We will have some slight updates on the mAb criteria to 
discuss, but otherwise these are what we will use to review. 


Thanks, 


Stacey 


One tap mobile 


el: b 6 Senna ni eee 1 US (Chicago) 
| US (New York) 


‘US (Chicago) 


‘US (Germantown) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
iUS (San Jose) 


Password: b6 | 


Find your jocal number! ae b6 ee 
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From: Eron, Joseph J Jr {sé Wate pees | 

Sent: 5/28/2020 6:45:14 PM 

To: Marks, Gilbert (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= lal aoa 890082¢7c1e34902b0fS35320ed 16650- -jscurrier.m]; Eric Hughes 


Serra | IA sandeep Menon 


Read, Sarah (NIH/NIAID) [E] [/o= iene clan Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda]; Karen Lynn Price 


b6 } Wohl, David Fischer, Wiliam A.M 


i b6 } Javan, Arzhang (NIA/NIAID) [E] [/o= Exchangelabs/ou= enanee Administrative 


[/o=ExchangeLabs/ou= Exchange Administwative Group Ree aren ie 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f7Sef659f5-jroa.s-3.co]; = D6 Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 
i BBSSS™S™~C~™S__t Buggin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= Recipients/cn=d4e98409d40a4.a9880bfb9f70948 1e7c-BUGINK.fda]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza] 

cc: DeMarcus, Forrest er | eT Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; 
Wachtel, Jonathan [jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


{EYDIBOUE ZBSeOE ions Se 306b2244466140faa9SaaaafedGebd70- siberaee Jhoanna Roa 


i Rose Li Central Account 


[FNIH @roseliassociates. com]; pane a Carlucdor b6 ~—: i; Chen, Helen Q. 
I ARTO ar 
Subject: RE: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Protocol Update 


i was referring to the paper and its implications for infectiousness 
i think development of a quantitative assay with internal standards that will allow for more precise quantitation beyond 
just cycle number which might vary between assay runs is the way to go. 
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Joseph |. Eron MD 
Professor of Medicine 
C hief, Infectious Diseases Division 


Admin: Nate_Cooper ‘@med.uncedu 


From: Marks, Gilbert (OS/ASPR/BARDA) (CTR) ; b6 
Sent: Thursday, May 28,20202:44PM ©. | 


(NiH/NI 


Tountas, Karen (FNIH) [T]! 


<jwachtel@dloittecom Elizabeth Kim <ekim@deloitte. com>; Parker, Ashley ee, [FE 7 be 
Jhoanna Roa} b6 {Smith, David ; 
ere | eee 2 Ch be 


b6 ; Rose Li Central Account <FNIH@roseliassociates.com>; Dana Carluccio 
iChen, Helen Q. <qingchen@deloitte.com> 


“Subject: RE: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Protocol Update 


Thanks Joe 

Cycle thresholds will be important to specify | would suggest. Amplifying non-infectious fragments vs correlating with 
what would suggest infectious virus begs for at least standardization of Ct. Or am | missing your point that we shouldn’t 
bother with setting Ct..as long as it can be amplified no matter how many cycles, it would still be a positive? CDC 
colleagues may have more on this issue. 

Lynn 


fais moana i vases penn esoesnmipenensmosbeispiavineass minesossumensuiemsem a 


Sandeep Menon: b6 


b Woodcock, Janet (FDA/CDER) 


a Carlos O Garner 


APARO000005267-2441715 


Sapiece Re: ACTIV-2 Writing Team and "Gab Steering Committee Joint Meeting - Protocol Update 


I don’t find this particularly reassuring. As you know it is extremely difficult to culture HIV from semen but 
there is no doubt about its infectiousness 


Joseph Eron MD 
Professor of Medicine 
Division of Infectious Disease 


{OS7ASPR7BARDA) | b6 


L - steerer emcees ememememememememememtememememey 


Ce: DeMarcus, Forrest ; i b6 bs py LOUREES, Karen (FNIH) (T]; b6 i; Wachtel, Jonathan 


Smaildon | b6 >; Rose Li Central Account <F fliH@roseliassoctates: com>; Band 
Carluccio { sme deesiesneerueten alas nees j Chen, Helen Q. <gingchen@deloitte.com> 


From: Adam, Stacey (FNIH) [T] : 
Sent: Saturday, May 23, 2020 1:02 PM 

To: Adam, Stacey (FNIH) [T]; Judy Currier; Eric Hughes; LaVange, Lisa M; Sandeep Menon; Proschan, Michael (NIH/NIAID) 
{E]; Read, Sarah (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen 
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b6 1 Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jnoanna; 
ne, bb _ + Kim, Peter (NIH/NIAID) [E]; Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; Higgs, Elizabeth 
(NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin (FDA/CDER); 
Marks, Gilbert (OS/ASPR/BARDA) (CTR); Kozak, Marina (OS/ASPR/BARDA) 

Cc: Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Lucas Smalldon; Rose Li Central Account; Dana Carluccio; 
Chen, Helen Q. 

Subject: ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting - Protocol Update 


When: Wednesday, May 27, 2020 1:00 PM-2:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Dear ACTIV-2 Writing Team and ACTIV mAb Steering Committee, 


We are looking forward to this joint meeting tomorrow in which the ACTIV-2 team will share their progress on the mAb 
outpatient master protocol with the Steering Committee. The team will review the current thinking within the 
protocol. Then they would like to solicit feedback from the Steering Committee about a few remaining questions that 
could still alter the protocol structure. 


Please find attached the materials for tomorrow: 
1. Meeting agenda 
2. Current ACTIV-2 master protocol 
3. Slides summarizing the current protocol 


Please note that the stats team is still working to insert the final design of the Bayesian framework that will be used for 
agents beyond the first drug(s) into the trial for progression from Phase 2 to 3 within the study. This framework will not 
apply to the early entrants since prior learnings will be needed to inform the Bayesian model. 


In addition, the team is waiting on some critical feedback from the FDA about how to address company feedback for a 
Phase 1(ish) safety/dose “run-in” study protocol that could be paired with the master protocol and potentially be 
overseen by ACTIV. 


Thanks, 
Stacey 


Join Zoom Meeting 


b6 | 


Meeting Wa ee 
Password:!, 


‘US (Germantown) 
‘US (Chicago) 


‘US (Germantown) 
'US (Chicago) 

‘US (New York) 
‘US (Tacoma) 

iUS (Houston) 

i US (San Jose) 
ee LUS. (San Jose) 
Meeting iD: b6 
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PASSOR A El to 
Find your local number: b6 


iiceecicin ccninennca acca ceagcncimoana Smee smamamsmamiemnmaaemtmememamradarmemamtacamd _ 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/29/2020 12:26:44 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn= B90082c/clesA202b0fS30320ed16650-j -jscurrier.m]; Eric Hughes 
a eaibaeccatgaatitge MO cts ash ; Lava nge, Lisa M{___.._.b6 ss Sandeep Menon 
a b 6 Fel iF Proschan, Michael (NIH/NIAID) (E} [/o=ExchangeLabs/ou=Exchange 


‘Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 bOdfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= on bolle ie seid Exchange Administrative Group 


iE VOIRGHEDESPULTHVens Racipientsfene baa iaies aaesonories Goat a yey Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f7Sef659f5-jroa.s-3.co];i, b6 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Bozzette, Sam (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4debab8a45ce8ee2490c3-joan_butter]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

sD atebl ei Be Al Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79- Peter.Stein]; Carlos oO Garner 


(EYDIBOHE23SPDLT)/cne Gecinienisiene d4e98409d40a429880bfb9*70948167c- BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f4 1df744ad9dc3caa8f497a421-Marina.Koza] 


cc: Demarcus | eee. be P Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Jnoanna Roa 


Carluccio; i ‘chen, Helen Q. [qingchen@deloitte.com] 
Subject: Summary from ACTIV-2 Writing Team and mAb Steering Committee Joint Meeting 
Attachments: 2020-05-27_TX-Clinical_ WG_ACTIV-2_Writing Team_mAb_SC_Summary.pdf 


Dear ACTIV-2 Writing Team and ACTIV mAb Steering Committee, 


Thank you so much for a very productive meeting with the ACTIV-2 team yesterday. | think we were able to make a lot 
of head way on the outstanding protocol decisions which helped the team refine further today on their call. 
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For your reference, please find attached the formal summary to the meeting. If you have additions or amendments, 


please contact me and | will make them. 


Thanks, 
Stacey 


Stacey J. Adan, PhD 

Chrector, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health. 
| Mobile:! b6 


Drirect:| 
inib.ore 


wokville Pike, Suite 600, North Bethesda, MD 2085: 
ca 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CD5A14F93-TOUNTASKH] 
Sent: 5/29/2020 12:49:52 AM 


To: Garner, Carlosi 


aq epee. Reeplents/on= ee date 2auiesges0ndae1e 20481200 eayionnc Cohen, Myron 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
LE lel Recipients/cn= 214 1b9e28cla42 1fb3cle4f7/Sdd4c457- “myron_ cohen]; Corey, Larry 


Group (FYDIBOHF23SPDLT)/cn= Recinlentelen 12591c90404e46caba73079cf4a5e2ea- dickens) Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Qashu, Felicia (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

PB e e DE en Becpieneicr 366447a553f44696b2c79484d90e41e5-qashufm]; Resnansky, Laura 


He egy esol b6 '. Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (EYDIBOHF23SPOLT)/en-Recipients/en=05494833e0fc4729acaci94cd3380201- -csizemore]; Srinivasan, Badhri 
Me eam ke kOe tuts ot sen ce +. Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Mensah, George (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 LbbOb9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e4 2af1165dcad-weinmang] 

cc: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou= seas Administrative Group 


i; Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Adrainistiative Group 
(FYDIBOHF23SPDLT)/cn= Recioients/ch= 8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al9ee5 1dca2a443d883a15e025d6el1e0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= 306b2244466140faa95aaaafe06ebd70- parkeras]; Carluccio, Dana 


| i. James, Stephanie (FNIH) [T] 


eR eT ., SeRmN I lene 5 Heaton, Penny! 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, Rose 

ee: : ‘4 Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o= ExchangeLabs/ou- Exchange Administrative Group 


[ b6~ Wholly, David (FNIH) [T] [/o= nee Bvchatee Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 14883d0b6996d677257-wholleyd]; Colvis, Christine 
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(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
EEE eee shea plents/ci= "byes teceven te /ereneaiits EST eons: Hughes, Eric 


ee ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBOHF23SPDLT)/cn= Rec pienis/on= 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


eee 4 re: 
Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05292020.pdf. 
Location: b6 
Start: 5/29/2020 1:00:00 PM 
End: 5/29/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 
Required Garner, Carlos; Bascles, Lionel; Vincent, Mike; Payton, Manzine; Cohen, Myron; Corey, Larry; Davey, Victoria; 
Attendees: Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, 
Mike; Nayak, Seema (NIH/NIAID) [E]; Qashu, Felicia; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, 
Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; Mensah, George; Weinmann, Gail 
Optional Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Kublin MD, MPH, James; Ferguson, Sue; Kenny, Dermot; 
Attendees: Gonzalez, Nina; Criffield, Robin; Hamilton, Nancy; Melencio, Cheryl (FNIH) a Minnich, Beth; Mueller- -Reichenstein, 


Santos, Michael ee Tuvesson, Nakey: Wholley, David GENIE) [T]; Colvis, Christine GNNGATS) [E]; Hughes, Eric; 
Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 


Colleagues — Attaching the agenda for the call. Best, Karen 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. We’ll 
assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/29/2020 1:28:30 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(eDIBORE 22° DUIICte Recipients/cn= c495c3ee25ca461ba6a829b124062448-DECLAROR fd]; Draghia-Akli, 

Pe BB. ree | i; Eisner, Mark! “!Gottesdiener, Keith 


i b6 - | Hughes, Eric b6 EF Judy Currier 


Patel, Naimish r 


bee a ae raed rosehahi Michael iii) [E] [/o=ExchangeLabs/ou= aac 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHF23SPDLT)/en= RecIpItitS/ =f6b8'588067 140fe98810832¢2387725- -Sylva.Colli]; Amanda Peppercorn 

‘is “+ Higgs, Elizabeth (NIH/NIAID) [E] 


jos ExchangeLabs/ou=Exchange Adrninistrativ Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= SI Ien iss nee B38 ee eae Se Cpe eon aa aesece Reresrictewl Burgess, Timothy 


(EYDIBOHF23SPDLT)/cnz Reciplents/ene ‘a62d88ba0c3b44e3bb922236c61304b3- eainedday: Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1leefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EMDIBO hea OLT ia RESP niall else ieee ee ieceneciee 172c87- se rl Desrosiers, Betsy 


{j= ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou= ali Administrative Group 


[/o= AEE eee ae Exchange Adiinistrative’ Group 
(FYDIBOHF23SPDLT)/cn= Recipients Poet Ma tee) Bee oe  aaetoaece! mlenaeel: Salathin, Carla 


ameter smn rmseemsmsmemememememem smal: 


‘(EYDIBOHF23SPDLT)/en= Recipients/cn=40cO4fef6fle46tSb750753cd5a1493- feantaskhi: Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Tolman, Brett [btolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina shal rene harass Administrative ied 


lic, nda 0S [orn pge ash, el (H/0D) 
Wee ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd] 


Subject: ACTIV TX-Clinical Working Group Meeting #9 
WES deck Seth aa cee ae OS Ne ence aan tas eamucnaosied 
Start: 6/4/2020 5:00:00 PM 
End: 6/4/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 


Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI)(E]{( bo 
Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E] 
Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 


Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 


Stratton, Benjamin; b6 } Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 


(NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston; Hilary (NIH/NIAID) [E] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
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From: 


Sent: 
To: 


cc: 


Subject: 
Attachments: 
Location: 


Start: 
End: 


Show Time As: 


Required 
Attendees: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

5/29/2020 1:28:31 AM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYOIBORE 225° DET iene Recipients/cn= ded875f0679648859e1cf101c0943414- adamsj4]; Bozzette, Sam (NIH/NCATS) 


~ Higgs, Elizabeth (wi) ai ae OS: eorssheu: Walter (NIH/NINDS) 
ee |; Reineck, Lora (NIH/NHLBI) [E] 
ee | i, Rosenberg, Yves (NIH/NHLBI) [E] 
* Brown, Jeremy (NIH/NINDS) [E] 


} Culp, Mlenelie (NIH/OD) [E] 


Salathin, Carla 
“sy Menetski, Joseph (FNIH) [] 


: Stratton , Benjamin (pstratton@DELOITTE com]; 


} Mollica, finda /US 
atterson, Amy (NIH/NHLBI) [E] |. 


“be 


ACTIV TX-Clinical Working Group Meeting #9 
ACTIV_TX-Clinical_Working Group Meeting Guide_20200604.pdf 


6/4/2020 5:00:00 PM 
6/4/2020 6:00:00 PM 
Busy 


Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 
Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 


APARO000019747 


Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] { ee b6 Fi 
Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Jacqueline Kirchner 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin; jennifer.j.palmer@pfizer.com; Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 
(NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; Wung, Peter /US; 
Hoots, W. Keith (NIH/NHLBI) [E] 


Dear ACTIV TX-Clinical WG, 

Please find attached the slides for tomorrow’s meeting which contain the agenda. We will be using this meeting as last 
week to update on the progress of the master protocol groups and the mAb subteam from the Agent Prioritization 
group. 


Please let us know if there is anything else you feel the team needs to discuss. 


Thanks, 
Stacey 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/29/2020 1:28:32 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn= ded6 751067964685 3elci LOLco9da414-adamsi4]; Bozzette, Sam (NIH/NCATS) 

e Claro, R. Angelo (FDA/CDER) 

“t Eisner, Mark 

“i; Hughes, Eric 

Kim, Elizabeth elm dolore com 


'Gadbois, Ellen (NIH/OD) [E] gs Since exchanged Administrative Group 
: Se ee gadboisel]; Culp, Michelle (NIH/OD) 


cc: 

Jansen; Kathrin: 

Douglas ee be} 

b6 

Subject: ACTIV TX-Clinical Working Group Meeting #9 
Attachments: ACTIV_TX-Clinical_Working Group Meeting Guide_20200604.pdf 
Start: 6/4/2020 5:00:00 PM 
End: 6/4/2020 6:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
{T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, 
Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; 
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Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] i b6 \ 
Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Jacqueline Kirchner 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Anderson, Margaret; Lucas Smalldon; 
Stratton, Benjamin; jennifer.j.palmer@pfizer.com; Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy 
(NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; Wung, Peter /US; 
Hoots, W. Keith (NIH/NHLBI) [E] 


Dear ACTIV TX-Clinical WG, 


Please find attached the slides for tomorrow’s meeting which contain the agenda. We will be using this meeting as last 
week to update on the progress of the master protocol groups and the mAb subteam from the Agent Prioritization 


group. 
Please let us know if there is anything else you feel the team needs to discuss. 


Thanks, 
Stacey 


Join Zoom Meeting 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/29/2020 1:31:49 AM 

To: 


(FYDIBOHF23SPDLT)/crcRecipients/en= ze5 7h pessans1oea-Gonha2seiseecadesD Higgs, Elizabeth (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa]; Aggarwal, Neil (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; LaVange, Lisa M 


cies Leanne bKarenlynnPricei DS |; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou= exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


Bell eileen Al doc alg ba b4a14118481b4b39ba7e62a8d6425/79- Peter, Stein]; Carlos oO Garner 


(EYDIBOHE23SPDLT)/enz Se pier ls/caedd-ubiood/oa4 sean fai rosdaiere: -BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Farley, John 
(FDA/CDER) [/o= parted ae ieebt Exchange Administrative Group 


cc: Chen, Helen Q. } b6 +; Demarcus [- 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Nal celle leas See ln/cDip) Ol-yueem eer tenvaleay endaieunmeOiw -parkeras]; Salathin, Carla 


le apcaieteee ee citeaeael 
Subject: ACTIV-3 Writing Team and mAb Steering Committee Joint Meeting 
Location: i b6 : 
Start: 6/5/2020 4:00:00 PM 
End: 6/5/2020 5:00:00 PM 
Show Time As: Tentative 
Required Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Kozak, Marina 


Attendees: (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) 
[E]; Judy Currier; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Lisa LaVange; Karen Lynn Price; Woodcock, Janet 
(FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, 
John (FDA/CDER) 

Optional Chen, Helen Q.; Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Parker, Ashley (NIH/OD) [E]; Salathin, Carla 

Attendees: 


APAR0000005263 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


gaan sn panes fs eca vs veges closets onnan foment img eminem ncaa een tcp thay ces once pes tc Daa anac peas neem apm enasanei em seatar eae easter testinal 


‘US (Chicago) 
‘US (New York) 


Dial by your location 


: US (Chicago) 
‘US (New York) 


‘US (Germantown) 
{US (Tacoma) 
‘US (Houston) 


‘US (San Jose) 
_LUS (San Jose) 


APARO000005263 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/29/2020 1:31:49 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative ie 

eee ae dcd8 


Ge AOA 
Neil (NIH/NHLBI) (E]! 


t Phillips, Andrew: 


ata en nl eae hararane 


cc: 
Vee renee Bichange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Salathin, Carla 
Bt DO |; Rose Li Central Account [FNIH@roseliassociates.com]; Lucas Smalldon 
BG Oe et F } Dana Carluccio) be $ Bagiella, Emilia 

Subject: ACTIV-3 Writing Team and mAb Steering Committee Joint Meeting 

Attachments: ACTIV_TX-Clinical_ACTIV-3 mAb Steering Committee Meeting Agenda_20200605.pdf_ 

ROCRON fee ee =: nn ee 

Start: 6/5/2020 3:30:00 PM 

End: 6/5/2020 4:30:00 PM 

Show Time As: Busy 

Required Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Kozak, Marina 


Attendees: (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Reineck, Lora (NIH/NHLBI) [E]; 
Judy Currier; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Lisa LaVange; Karen Lynn Price; Woodcock, Janet 
(FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, Gilbert een (CTR); Farley, 


; Rosenberg, Yves 


(NIH/NHLBI) {E]; 


Optional Chen, Helen Q.; Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Parker, Ashley (NIH/OD) [E]; Salathin, 
Attendees: Carla; Rose Li Central Account; Lucas Smalldon; Dana Carluccio; Bagiella, Emilia 


Dear mAb Steering Committee and ACTIV-3 Writing Team, 


APARO000019626 


Please find attached the agenda for tomorrow. The ACTIV-3 team is diligently working to incorporate the feedback from 
today into the latest version of the protocol outline. Once they circulate this latest version | will send to this group 
tomorrow for review. 


Thanks, 
Stacey 


J oin Zoom Meeting 


| b6 | 
Meeting ID:; 
Password:! aememrmrmcmememes 
Ont ts mabe etedeae ede ee, 
i b6 ‘US (Chicago) 
Dial by your location, 
: US (Chicago) 
| US (New York) 
iUS (Germantown) 
iUS (Tacoma) 
|US (Houston) 
: US (San Jose) 
ear ree Te US.(San Jose) 
fad Gout ie A goer 7 ae 


APARO000019626 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/29/2020 3:02:44 AM 

To: Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
AFYDIBOHF23SPDLT)/cn=Recipients/cn= =890082c7c1e34902b0f535320cd16650-jscurrier.m]; Eric Hughes 
a | ae jLaVange, LisaM[ b6 Sandeep Menon 
i + Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Lcaremttr tive Grous TEYBISOHFL asp DLT /en= Recipients/cn=7b45059209b4468bb4ba02 b0dfbbb3e4-proscham]; 


Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Price, Dionne (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o= par alicia hand Exchange Administrative Group 


TEbRGLEEStOI Ee =Hadipiants/ene Pop teint i ee eee OH Roa, Jhoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3. co]; b6 Kim, 


Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

PE PDIBORIE 222 DET Ie Rei p iCute) cists be lis diy adodcscaabiiaratet: -Marina.Koza] 


cc: Demarcusi DE  Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=40cO4fef6f1e46Sb750753cd5a14f93- tountaskh]; Wachtel, Jonathan 
[jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= joc al helps 306b2244466140faa9Saaaafe06ebd70- parkeras]; Jhoanna Roa 


‘Helen Q. [qingchen@deloitte.com] 

Subject: Follow-up on ACTIV-2 Writing Team Meeting 

Attachments: ACTIV_Therapeutics-Clinical_Master Protocol Subgroup_ACTIV-2 Writing Team Meeting_20200528.pdf; 2020-05- 
27_TX-Clinical WG_ACTIV-2_Writing Team_mAb_SC_Summary.pdf 


Dear ACTIV-2 Writing Team, 


Thank you all for a very productive meeting. | think we are making good head way on the protocol. Looking forward to 
sharing it with the companies and FDA next week for feedback. 


Please find the notes from the meeting today. If you have any additions or amendments, let us know. In addition, 
please find the summary of the joint meeting with the mAb Steering Committee from yesterday. Take note of the 
minimal data that FDA mentions for entering Phase 2. | thought John’s take was helpful. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Unrectar, Cancer 

Research Partnersh ips 

Foundation for the National Institutes of Health 


APARO000005260-2442850 


Direct: b6 Mobile: b6 
faih.ore 


APARO0000005260-2442850 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/29/2020 3:41:29 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Be eei te 890082c7c1¢34902b0f535320cd 16650- -jscurrier.m]; Eric Hughes 


{oz ExchangeLabs/ou= Schnee Adrainistrative Group 
(FYDIBOHF23SPDLT)/cn= Bec iene Gio 2D Tends edu ral asec eeseee ree -readsa]; Karen Lynn Price 


i si pe '' Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (EVDIBOHF23SPDLT)/en= Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf488 79f92169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Carlos O Garner 


i b6 ; Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou= eration Administrative Group 
(OS/ASPR/BARDA) (CTR) [/o= A ianecieso= Exchange Administrative Gus 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=40b4c4456b14464788f31fe7bcaa09bc-FARLEYJ.fda] 


cc: Demarcus! De ike state b6 ~_—_—__}Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn=306b2 244466 140faa9SaaaafeO6ebd70- parkeras]; Chen, Helen Q. 


[qingchen@deloitte.com]; Salathin, Carla i i b6 i 
Subject: ACTIV mAb Steering Committee Meeting 
Attachments: ACTIV TX-Clinical_ mAb Steering Committee Meeting 20200529.pdf 
Location: 
Start: 5/29/2020 6:00:00 PM 
End: 5/29/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Judy Currier; Eric Hughes; Lisa LaVange; Read, Sarah (NIH/NIAID) [E]; 

Attendees: Karen Lynn Price; Higgs, Elizabeth (NIH/NIAID) [E]; Woodcock, Janet (FDA/CDER); Stein, Peter (FDA/CDER); Carlos O 
Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, John (FDA/CDER) 

Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Chen, Helen Q.; 

Attendees: Salathin, Carla 


Dear mAb Steering Committee, 


Please find attached the proposed agenda and slides for tomorrow. Please let us know if we need to add anything else 
to the agenda. 


Thanks, 
Stacey 


APARO00001 7093-2441984 


b6 
Meeting ID: | b6 
Password: {B67 
‘One tap mobile: 
b6 'US (Germantown) 
Woes ieeee cai beagle a el arte aga 'US (Chicago) 


Dial by your location _ 


i ‘US (Germantown) 
‘US (Chicago) 


/US (New York) 
‘US (San Jose) 
‘US (Tacoma) 


‘US (Houston) 
‘US on Jose) 


APARO00001 7093-2441984 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/29/2020 2:36:53 PM 

To: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 

Subject: FW: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Attachments: BiO_Dr Collins Keynote Invite. pdf 


Is this good enough? Seems like they ought to try a little harder. 


From: Allen-Gifford, Patrice (NIH/OD) [E] | b6 
Sent: Friday, May 29, 2020 10: - AM 


Subject: FW: [-EXTERNAL-] be one to speak at BIO Virtual internaconst Convention (390956) 


FC, we asked BIO to make the panel in which they invited you to participate more inclusive. Below is the result—not sure 
if this one addition=inclusivity. 


inte rereemre remem rermeg 


Sent: pain May 29, 2020 9:52 AM 
To: Allen-Gifford, Patrice (NIH/OD) [E] 777 b6 ~~ *; PhyllisArthur b6.0 0 > 


Cc: NIH Director Invitations <NiHDirectorinvitations@nih. gay> 
Subject: RE: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Patrice, 


My apologies for the delayed response. Below is the updated panel. We are pleased with the 
representation and hope that Dr. Collins can join us. Please do let me know. 


Leveraging Platforms and Partnerships to Develop COVID-19 Vaccines in Record Time 
Tuesday, June 9, 11:30 AM —- 12:30 PM PT 
As numerous vaccines move through clinical development there are important issues that need 
to be addressed. How will companies and partners conduct global clinical trials? What are the 
key scientific issues that must be addressed to vaccinate millions of people worldwide? This 
panel will discuss the complex path to clinical trials, the impact of the evolving science on their 
development and share their thoughts on how collaboration will bring life-saving vaccines to the 
world. 

Moderator: Mark McClellan, MD, Director, Duke Margolis Center for Health Policy 


Panelists: 

e Gregory Glenn, MD, Chief Scientific Officer, Novavax 

e Margaret Hamburg, MD, Foreign Secretary, National Academy of Medicine 

e Peter Marks, MD, PhD, Director, Center for Biologics Evaluation and Research, United 
States Food and Drug Administration 

e Gary Nabel, MD. PhD, Chief Scientific Officer, Sanofi (invited) 


COLL0000020537 


e Paul Stoffels, MD, Vice Chairman of the Executive Committee and Chief Scientific Officer, 
Johnson & Johnson 


Sarah S. Arth, CAE 
Vice President, Education 
Biotechnology Innovation Organization 


From: Allen-Gifford, Patrice (NIH/OD) [E]i_ bet 
Sent: Friday, May 29, 2020 9:33 AM 
To: Sarah Arthi 1 b6 +; Phyllis Arthur! b6 i 


Ce: NIH Director Invitations <NiHDirectorinvitations@nih gsov> 
Subject: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 
Importance: High 


Good day, 


1am writing to you in follow up to Mr. Greenwood’s message to me earlier this week. Do you have any further 
information that we may share with Dr. Collins? 


With kind regards, 


Patrice Allen-Gifferd 
Chrector 

Executive Secretariat 
National institutes of Health 
One Center Drive, B1-46 


sublece RE: [-EXTERNAL- 7 FW: For FC Decision: Invitation to speak at BIO Virtual International Convention (390956) 


Thank you, Patrice. | believe we have already managed to do this. My staff will respond to you. 


From: Allen-Gifford, Patrice (NIH/OD) [E]} b6 
Sent: Sunday, May 24, 2020 5:56 PM 


sible: aeons to ees at t BIO Virtual International Convention 


COLL0000020537 


Dear Mr. Greenwood, 


Dr. Collins received your invitation to speak as part of a three-part plenary at BIO’s virtual convention on June 11 and 
has asked me to thank you for inviting him to participate in this important and timely discussion on Leveraging Platforms 
and Partnership to Develop COVID-19 vaccines. As you may know, Dr. Collins is very committed and devoting enormous 
time to just such a unique effort, known as ACTIV. He would like to contribute to the BIO panel discussion, however, he 
outlining his commitment last year. The panel proposed in your invitation letter does not reflect that diversity. May we 
ask if there is a possibility of creating a more inclusive panel of speakers? Thank you again for thinking of Dr. Collins and 
NIH. 


Most respectfully, 


Patrice Allen-Gifford 
Director 

Executive Secretariat 
National institutes of Health 


Cells! b6 


From: James C. Greenwood 
Sent: Thursday, May 14, 20205: 
To: Collins, Francis (NIH/OD) [E] 


Dear Francis, 


I hope this email finds you well. Thanks for your grand leadership in this awful time. Given the current 
environment, we have taken our annual BIO International Convention to a digital format this 

year. COVID-19 will be at the forefront of the content that we are planning for the event and we would 
like to invite you to participate in our three-part plenary, A Way Forward: Winning the War on COVID 
through Vaccines. I have attached a formal invite with complete session details. The session will take 
place on Tuesday, June 9 from 2:30 PM - 3:30 PM ET virtually. We hope that you can join us. 


I look forward to your response. 


All the best, 


COLL0000020537 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 

Sent: 5/29/2020 2:39:36 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Flag: Follow up 


No it is not adequate. In fact it is insulting. 


Date: pity: May 29, O20 ae LOS SG PN a ch 
To: "Wolinetz, Carrie (NIH/OD) [e]"! b6 
Cc: "Tabak, Lawrence (NIH/OD) (Ey" 


Subject: FW: [-EXTERNAL-] Invitation to speak at BIO Virtual international Convention (390956) 


Lecwrmrmrmrered 


Is this good enough? Seems like they ought to try a little harder. 


From: Allen-Gifford, Patrice (NIH/OD) [E}, b6 i 
Sent: Friday, May 29,202010:16AM 
To: polis Francis (NIH/OD) a 


jWood, Gretchen Wa [E]: 


i 


Subject: FW: [-EXTERNAL-] fone to speak at BIO Virtual intemational Convention (390956) 


FC, we asked BIO to make the panel in which they invited you to participate more inclusive. Below is the result—not sure 
if this one addition=inclusivity. 


From: Sarah Arth: b6 i 


Sent: Friday, May 29, shar 9:52 AM 
To: Allen-Gifford, Patrice (NIH/OD) 6) (BB Phi Arthur {BB 


Ce: NIH Director Invitations <NiHDirectorinvitations@nih.gov> 
Subject: RE: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Patrice, 


My apologies for the delayed response. Below is the updated panel. We are pleased with the 
representation and hope that Dr. Collins can join us. Please do let me know. 


Leveraging Platforms and Partnerships to Develop COVID-19 Vaccines in Record Time 
Tuesday, June 9, 11:30 AM — 12:30 PM PT 

As numerous vaccines move through clinical development there are important issues that need 
to be addressed. How will companies and partners conduct global clinical trials? What are the 
key scientific issues that must be addressed to vaccinate millions of people worldwide? This 
panel will discuss the complex path to clinical trials, the impact of the evolving science on their 
development and share their thoughts on how collaboration will bring life-saving vaccines to the 
world. 


COLL000001 7324 


Moderator: Mark McClellan, MD, Director, Duke Margolis Center for Health Policy 


Panelists: 

e Gregory Glenn, MD, Chief Scientific Officer, Novavax 
Margaret Hamburg, MD, Foreign Secretary, National Academy of Medicine 

e Peter Marks, MD, PhD, Director, Center for Biologics Evaluation and Research, United 
States Food and Drug Administration 

e Gary Nabel, MD. PhD, Chief Scientific Officer, Sanofi (invited) 

e Paul Stoffels, MD, Vice Chairman of the Executive Committee and Chief Scientific Officer, 
Johnson & Johnson 


Sarah S. Arth, CAE 
Vice President, Education 
Biotechnology Innovation Organization 


From: Allen-Gifford, Patrice (NIH/OD) (E]; 
Sent: Friday, May 29, 2020 9:33 AM 


To:SarahArth: | b6 } Phyllis Arthur} - 
Cc: NIH Director Invitations cNiHDirectorinvitations@aik. go> 
Subject: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Importance: High 


Good day, 


lam writing to you in follow up to Mr. Greenwoad’s message to me earlier this week. Do you have any further 
information that we may share with Dr. Collins? 


With kind regards, 


Patrice Allen-Gifford 
DNrector 

Executive Secretariat 
National institutes of Health 
One Center Drive, B1-46 
Bethesda, MD ce 


From: James C. Greenwood} 
Sent: Sunday, May 24, 2020 6:10 PM 
To: Allen-Gifford 1, Patrice (NIH/OD) (El; 
Ce: Sarah h art ps 


Aki Rant ae 


hss acullan tsi pele nbides ssa ca vert esac odie aly 


b6 }; NIH Director Invitations 


ee | 


Subject: RE: [- EXTERNAL. if FW: For FC Decision: invitauon to speak at BIO Virtual International Convention (390956) 


Thank you, Patrice. | believe we have already managed to do this. My staff will respond to you. 


COLL000001 7324 


Subject: Invitation to speak at BIO Virtual International Convention 
Dear Mr. Greenwood, 


Dr. Collins received your invitation to speak as part of a three-part plenary at BIO’s virtual convention on June 11 and 
has asked me to thank you for inviting him to participate in this important and timely discussion on Leveraging Platforms 
and Partnership to Develop COVID-19 vaccines. As you may know, Dr. Collins is very committed and devoting enormous 
time to just such a unique effort, known as ACTIV. He would like to contribute to the BIO panel discussion, however, he 


outlining his commitment last year. The panel proposed in your invitation letter does not reflect that diversity. 
ask if there is a possibility of creating a more inclusive panel of speakers? Thank you again for thinking of Dr. Collins and 
NIH. 


Most respectfully, 


Patrice Allen-Gifford 
Director 

Executive Secretariat 
National institutes of Health 


From: James C. Greenwood } b6 i 


Matese teem resmem terme seresmemsermemsmsmemememen /! 


Sent: Thursday, May 14, 2020 5:59 PM 


To: Collins, Francis (NIH/OD) [E]} b6 


Ce: sara.radcliffe.7: b6 i 


Subject: Dr. Collins - Invitation to speak at BIO Virtual International Convention 


Dear Francis, 


I hope this email finds you well. Thanks for your grand leadership in this awful time. Given the current 
environment, we have taken our annual BIO International Convention to a digital format this 

year. COVID-19 will be at the forefront of the content that we are planning for the event and we would 
like to invite you to participate in our three-part plenary, A Way Forward: Winning the War on COVID 
through Vaccines. I have attached a formal invite with complete session details. The session will take 
place on Tuesday, June 9 from 2:30 PM - 3:30 PM ET virtually. We hope that you can join us. 


I look forward to your response. 


All the best, 


COLL000001 7324 


From: Wolinetz, Carrie (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1C655040D47346C7B04D7BC11A403ECB-WOLINETZCD] 
Sent: 5/29/2020 2:55:30 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 

Subject: RE: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Seems pretty paltry to me, too. | think you should just say no. Alternatively, would Hilary Marston be an appropriate 
substitute? That way you could help them out with gender balance, take something off your plate, and maintain your 
principle in one fell swoop... 


|” 


“no mane 


sible: FW: [-EXTERNAL-] invitation to speak at BIO Virtual International Convention (390956) 


Is this good enough? Seems like they ought to try a little harder. 


From: Allen-Gifford, Patrice (NIH/OD) [E] : 
Sent: Friday, May 29, 2020 10:16 AM 
To: Collins, Francis (NIH/OD) [E];_ 

Cc: Burklow, John (NIH/OD) [E] < < ak. ee | 

McManus, Ayanna (NIH/OD) [Ef Keicioraiasiciniaivimrnininiciiaineaicseeaed sta 

Coley, Gwendolyn (NiH/op) (cf VO 

Subject: FW: [-EXTERNAL-] Invitation to speak at BIO Virtual ntetnational Convention (390956) 


FC, we asked BIO to make the panel in which they invited you to participate more inclusive. Below is the result—not sure 
if this one addition=inclusivity. 


From: Sarah Arth} b6 i 


Sent: Friday, May 55°9030 087 AM 
To: Allen-Gifford, Patrice (NIH/OD) (E]i 
Ce: NIH Director Invitations <NiHDirecte 


Subject: RE: [-EXTERNAL-] Invitation to speak at BIO Virtual International Convention (390956) 


Patrice, 


My apologies for the delayed response. Below is the updated panel. We are pleased with the 
representation and hope that Dr. Collins can join us. Please do let me know. 


Leveraging Platforms and Partnerships to Develop COVID-19 Vaccines in Record Time 
Tuesday, June 9, 11:30 AM — 12:30 PM PT 

As numerous vaccines move through clinical development there are important issues that need 
to be addressed. How will companies and partners conduct global clinical trials? What are the 
key scientific issues that must be addressed to vaccinate millions of people worldwide? This 
panel will discuss the complex path to clinical trials, the impact of the evolving science on their 
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development and share their thoughts on how collaboration will bring life-saving vaccines to the 
world. 
Moderator: Mark McClellan, MD, Director, Duke Margolis Center for Health Policy 


Panelists: 

e Gregory Glenn, MD, Chief Scientific Officer, Novavax 

e Margaret Hamburg, MD, Foreign Secretary, National Academy of Medicine 

e Peter Marks, MD, PhD, Director, Center for Biologics Evaluation and Research, United 
States Food and Drug Administration 

e Gary Nabel, MD. PhD, Chief Scientific Officer, Sanofi (invited) 
Paul Stoffels, MD, Vice Chairman of the Executive Committee and Chief Scientific Officer, 
Johnson & Johnson 


Sarah S. Arth, CAE 
Vice President, Education 


sovssien nesses estencint ie tesome canine arsnatee te rmtmeme mememnee cme aeeceey 


From: Allen-Gifford, Patrice (NIH/OD) [E}i Brann coe nitamatiel be I 
Sent: Friday, nama” aaa th 
To: Sarah Arth; 


sablect [-EXTERNAL-] ete to coer at 50 Virtual International Convention (390956) 
Importance: High 


Good day, 


lam writing to you in follow up to Mr. Greenwood’s message to me earlier this week. Do you have any further 
information that we may share with Dr. Collins? 


With kind regards, 


Patrice Allen-Gifford 
Clrector 

Executive Secretariat 
National institutes of Health 
One Center Drive, B1-4 
Bethesda, MD 20892 


(mivinisessmein yeisintm aise 


Subject: RE: =e EXTERNAL. s FW: For FC Decision: invitation to speak at BIO Virtual International Convention (390956) 
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Thank you, Patrice. | believe we have already managed to do this. My staff will respond to you. 


From: Allen-Gifford, Patrice (NIH/OD) [E]! b6 
Sent: Sunday, May 24, 2020 5:56 PM 


ih, mous 


Subject: Invitation to speak at BIO Virtual International Convention 
Dear Mr. Greenwood, 


Dr. Collins received your invitation to speak as part of a three-part plenary at BIO’s virtual convention on June 11 and 
has asked me to thank you for inviting him to participate in this important and timely discussion on Leveraging Platforms 
and Partnership to Develop COVID-19 vaccines. As you may know, Dr. Collins is very committed and devoting enormous 
time to just such a unique effort, known as ACTIV. He would like to contribute to the BIO panel discussion, however, he 
has also committed to inclusiveness and ensuring a level playing field in speaking opportunities; he issued a statement 
outlining his commitment last year. The panel proposed in your invitation letter does not reflect that diversity. May we 
ask if there is a possibility of creating a more inclusive panel of speakers? Thank you again for thinking of Dr. Collins and 
NIH. 


Most respectfully, 


Patrice Allen-Gifford 
Cdrectoar 

Executive Secretariat 
National institutes of Health 


Sent: ‘Thursday; May 14, 2050 5:59 PM 
To: Collins, Francis ee [E]; 


Preeti rtrd emeeam nema emamemimememememaaremimememed 


sible Dr. Collins - Invitation to speak at BIO Virtual International Convention 


Dear Francis, 


I hope this email finds you well. Thanks for your grand leadership in this awful time. Given the current 
environment, we have taken our annual BIO International Convention to a digital format this 

year. COVID-19 will be at the forefront of the content that we are planning for the event and we would 
like to invite you to participate in our three-part plenary, A Way Forward: Winning the War on COVID 
through Vaccines. I have attached a formal invite with complete session details. The session will take 
place on Tuesday, June 9 from 2:30 PM — 3:30 PM ET virtually. We hope that you can join us. 


I look forward to your response. 


All the best, 
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From: 


Sent: 
To: 


cc: 


Wachtel, Jonathan [jwachtel@DELOITTE.com] 
5/29/2020 3:09:52 PM 
Tountas, Karen (FNIH) mM [/o= Exchange tabs/ ou Exchange Administrative oor 


oie FDRGHRISSEDL AIC. Recpients/ene Bidic1824bfa43894da81520a8bca90- eel Cohen, Myron 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=2141b9e28c1a42 1fb3c1c4f75dd4c457-myron_cohen]; Corey, Larry 


Poorer b Gk Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(ADIROH Zs SPORT on Seapiene 2¢8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
b6 \; Dickens, Jim (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 


\Sroue EVDIBOHESSSBDLT Ven Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51d5ee6848004578b5bf9c808eca8féf-nayaksu]; Qashu, Felicia (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(EVO IBO HE SoH BLT) ciie Be er pee Resnansky, Laura 


H i; Stein, Peter +r (FDA/CDER) [/o=ExchangeLabs/ou= ecchanke Administrative Gratis 
(FYDIBOHF23SPDLT)/cn= Racilentelne b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bbO0b9aac84846c-mensahga]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42af1165dcad-weinmang] 

Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e04242 17aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

AE YDIBOHEZS SbOED iene. A ano es irobell Kublin MD, MPH, James 


(FYDIBOHE23SPDLT//en= Reiseaulene user3c2f486d]; Criffield, Robini b6 i Hamilton, 


Pen at ketene AS Melencio, Cheryl (FNIH) [T] [/oz are ne ae Exchange Administrative 


[/o= sychscelepsioi ees Bichange ‘Aaministrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=al19ee5 1dca2a443d883a15e025d6ele0-hillzs]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
[marganderson@deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(PPDIBO HIE 22SBDUT}/cne Recipients/cn=306b2244466140faa95aaaafe06ebd70- -parkeras]; Carluccio, Dana 


Heaton, Penny: 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
pee ee Recipients/cn=f003 2ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, Rose 


b6 + Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHE23SPDLT)/cn= Hac pIeRIS/ERE 500 1af52dc4a427ea3d34fle072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn= Recipients/cn= ab38cb6836de44e18ef4cc6952/65180- santosmr]; Tuvesson, Nancy 


i b6 3 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


5 James, Stephanie (FNIH) [T] 
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Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 1488 3d0b6996d67725 7-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

eT DIED HE ZSOLT /cne Bec isnt solr ee eee erat el? ccolvis]; Hughes, Eric 

; Lowy, Douglas (NCI) 


‘Vee ExchangeLabs/ou= Exchehee Adiiniswative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBORF 23SPDLT}/en= Reciplents/cn- 527b160038004a199ae6e0bac2226099-readsa]; Young, John 


Subject: RE: ACTIV Clinical Trial Capacity Working Group - reporting meeting 


Team- 


As a follow-up to today’s meeting/dashboard demo, please email me any additional feedback. | will ensure it gets back 
to Kevin and his team for incorporation into the tool. 


Additionally, | am including the list of Networks which have submitted their site rosters to date. If you have any 
connections to missing Networks, feel free to send them a nudge or reminder to submit their roster so we can enrich 
our geotracking dashboard. 


e ACTG 

e ARLG 

@ PETAL 
ChiLDReN 

e = Clinical Trials in Organ Transplantation 

e = DILIN 
GpCRC 

e GRADE 

e HFN 
IDCRC 
iMALT 

e tLaRed 
MSC ARDS 

e NASH CRN 

@ NEPTUNE 

e PreCISE 

e PTN 

e TIN 
REPRIVE 

e USDRN 

Best, 


Jonathan Wachtel 


From: Tountas, Karen (FNIH) [T]i b6 
Sent: Friday, May 8, 2020 1:10 PR te eg ees 

To: Tountas, Karen (FNIH) [T]; Garner, Carlos; Bascles, Lionel; Vincent, Mike; Payton, Manizhe (NIH/NIAID) [E]; Cohen, 
Myron; Corey, Larry; Victoria Davey; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; 
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Goff, David (NIH/NHLBI) [E]; Kurilla, Michael (NIH/NCATS) [E]; Nayak, Seema (NIH/NIAID) [E]; Qashu, Felicia (NIH/OD) [E]; 
Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, Jonathan; 
Mensah, George (NIH/NHLBI) [E]; Weinmann, Gail (NIH/NHLBI) [E] 

Cc: Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Kublin MD, MPH, James; Ferguson, Sue; Kenny, Dermot; 
Gonzalez, Nina; Criffield, Robin; Hamilton, Nancy; Melencio, Cheryl (FNIH) [T]; Minnich, Beth; Mueller-Reichenstein, 
Petra; Quadros, Nora; Katz, Rebecca (NIH/NCATS) [E]; Hill, Zoe (NIH/NHLBI) [C]; Adam, Stacey (FNIH) [T]; Anderson, 
Margaret; Parker, Ashley (NIH/OD) [E]; Carluccio, Dana; Heaton, Penny; James, Stephanie (FNIH) [T]; Li, Rose; Menetski, 
Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Tuvesson, Nancy; Wholley, David (FNIH) [T]; Colvis, Christine (NIH/NCATS) 
{E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 

Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

When: Friday, May 29, 2020 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://fnih.zoom.us/j/95092792940?pwd=NOxKLzJodEd1ZjZFVmNibDVKQOhXQTO9 


Colleagues — Attaching the agenda for the call. Best, Karen 


Dear Clinical Trial Capacity WG members, This will extend our full working group calls through the end of May. We’ll 
assess the need for further meetings at the end of the month. Many thanks for your participation! Karen 


Posi oWed co) es 4 L1cl x01 ee eR eee ee ORE ROE COREE A Sarto REN EY annie Cede Bm aren 


seeps bigteeciomseini 


One tap mobile ~~ 


b6 US (Chicago) 
‘US (New York) 


| US (Chicago) 
‘US (New York) 
US (Germantown) 
iUS (Tacoma) 
US (Houston) 
| U 

Meeting iD: 

Password:! — 


ee i tant SEN i recent rece mememememrmeaememenrmemememimemememememememrmemememamemememny 


Find your local number:! b6 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.] 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 5/23/2020 5:07:37 PM 
To: Jim Neaton ae ae a i i Jens Lundgreni sb Be Ess eeeaes! ; Eric Hughes 
a b6 i Read, Sarah (NIH/NIAID) [E] [/o= Exchanpelabs/ou= Exchange Administrative Group 


(FYDIBOHE23SPDLT)/cn= Ree Bienifeas =527b160038004a199ae6e0bac2226099-readsa]; Higgs, Elizabeth (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa]; Aggarwal, Neil (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

RIESE SeOt en Recipients/cn= ee ee ene butter]; LaVange, Lisa M 


‘/o= ExchangeLabs/ou= exchange Adinistratne Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92 169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou= mses Administrative Group 


i b6 « Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou= ihanee Administrative Group 
(EVDIBOHET3SPDLT) /cncRecipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c- -BUGINK.fda]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda] 


cc: Chen, Helen Q. [qingchen@deloitte.com];Demarcusi' = b6 = Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
[jwachtel @deloitte.com]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


Eee eee BE tenant a neta st serene rea -parkeras]; Salathin, Carla 


Subject: ACTIV-3 Writing Team and mAb Steering Committee Joint Meeting 

Location: b6 

Start: 6/5/2020 3:30:00 PM 

End: 6/5/2020 4:30:00 PM 

Show Time As: Tentative 

Required Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Kozak, Marina 


Attendees: (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) 
[E]; Judy Currier; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Lisa LaVange; Karen Lynn Price; Woodcock, Janet 
(FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, 
John (FDA/CDER) 

Optional Chen, Helen Q.; Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Parker, Ashley (NIH/OD) [E]; Salathin, Carla 

Attendees: 
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Stacey Adam is inviting you to a scheduled Zoom meeting. 


| bé | 
Meeting ID) BB 
Password:! b6 | 
Onetap mobile 
b6 US (Chicago) 
pele aver 
'US (Chicago) 
‘US (New York) 
‘US (Germantown) 
US (Tacoma) 
‘US (Houston) 
‘US (San Jose) 
_iUS en Jose) 
Mee ID: boi 
Passwords oe 
Find your local nuniber! b6 


(as icicders neater a batandass seas droeasaii niaiaeej aaiemaeoe iimbaaaende aetna eimai mavmcemieaaaaawl 
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Cc: 


5/29/2020 7:31:05 PM 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
fearon =Recipients/cn= Ee eee menetskil 


Se SE fel 2 dnleh siento caeepiusedasces7 acstg ae. rbaric.emai]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBORE 2350 DUD)/en= Recipients/cn= 8a5ace9923ae415aa3d85ac09cb76f85- DEMINGD. fda]; 


Ee ExchangeLabs/ou=Exchange Administrative Group 
{One oer e Ton Recerca 306b2244466140faa95aaaafe06ebd70- sens 


Fekindesnscemvniaiareerwiersbeserm saves nsmnmsnsiouetmssasrerecevre res 


“1. Gaciu. Felicia iNiKvoD) [E] [/o=ExchangeLabs/ou= Euchenae Administrative Group 
Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; ‘Tomas Cihlar' 


Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Oe ne i ag vectra Saar chase abarea “gadboisel]; ‘Hughes, Eric’ 


(FVDIBOHFD3SPDLT}/en= Raciplents/on= user3c2f486d]; Cutillo, Christine (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c04c8f5063c34361bb7491f216f75adc-cutilloc]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; ‘Desrosiers, Betsy’ 


i b6 i ‘Jansen, Kathrin’: b6 ; Kurilla, Michael (NIH/NCATS) [E] 


(/oz ExchangeLabs/ou=Exchange Adrninistratlve Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77 e2aa8d1-jamesst]; ‘Alvarez, Rosa Maria’ 
{rosalvarez@deloitte.com]; 'Kim, Elizabeth' [elkim@deloitte.com]; ‘Tolman, Brett' [btolman@deloitte.com]; 
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‘Wachtel, Jonathan’ pvar eI@eSoln es com]; 'Prabhavathi Fernandes’: b6 ; Diamond, 


Kammnieiative Group EYBIBOHESSSPOUN /ene Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Burrus-Shaw, Cyndi 
{NIH/OD) [E] [/o= Exchangelabs/ou= exchange Administrative Group 


r b6 AF Abaie Eanicowekil [ b6 |; 'Baric, Toni c 


a a Se tt et ee et er ete re 


i b6 ‘ Lowy, Douglas (NIH/NCI) [E] [/o= Exchangelabs/ou= Exchange Administrative 
“Group [EYDIBOHF238PDLTI/ci=Récipients/cn= flb7b8fe4739478bb17840c569027 18a-lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; ‘Stratton, Benjamin’ 
{pstratton@DELOITTE.com] 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 
Attachments: GC376 A vet feline infectious peritontis Anivvive .pdf; GC376 JJ Viology 2015-Kim-feline coronavirusl - Copy.pdf 


Hi Joe, 
When we prioritize re-purposed drugs.. 
Should we should include vet products. Anvive has announced it data on SARS CoV2.. they have been developing the 


compound for feline infectious peritonitis. Protease inhibitor. 
Oral product. 
Selectivity index is great.. 


Attached FYI in case you have not seen. 


Regards, 
Prabha 


_} Tomas ‘Cihlar} 


a ee Read, ‘Sarah INE NIAID) (El 
‘Santos, Michael et [T. 


APAR0000004845-2443601 


Brett <btolman@deloitte.com>; Wachtel, Jonathan pees tale com>; prabhavathl Fernandes 


— RE: ACTIV Preclinical working group (Tuesday meeting) 


Dear Preclinical group and attendees, 
Please find the minutes to our meeting on Wednesday. Let me know if you have any questions or concerns with these. 
Thank you, 


Joe 


From: Menetski, Joseph (FNIH) [T] 
oent Tuesday, April 14, 2020 6:43 PM 


H b6 ? Parker, Ashley (NIH/OD) [E]; Collins, Francis 


“(WiH/O6) TE] ET Adan, Pete (OSPASPRY BARDA); Rao, Srinivas; Qashu, Felicia (NIH/OD) 
(El Tomas cihlar} b6 (USA) 


Ic: Wholley, David (FNIH) [T]; Austin, Christopher INIENEATS) (E]; Welenclo; Cheryl (FNIH) [T]; Calls: Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
{T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint 
(NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 27, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID: [~ 
Password:! 


b6 1US (Germantown) 
{US (Chicago) 


APAR0000004845-2443601 


Dial by your location. 


iUS (Germantown) 
iUS (Chicago) 


‘US (New York) 
iUS (San Jose) 
'US (San Jose) 


‘US (Tacoma) 
US (Houston) 


pet heer eel 


[a nnneEe | : 


Find your local number:! b6 


APAR0000004845-2443601 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 5/29/2020 7:36:02 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO06ebd70-parkeras] 

Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Yes, | will send it to Nina. 


By copy to Nina Gonzalez, | am asking formally if that is OK. We are fine with that of course. Ashley and Maria are 
corresponding on a slide that might fit for #1. 


From: Collins, Francis (NIH/OD) [E]! 
Sent: Friday, May 29, 2020 3:30 PM 


+; Gonzalez, Nina 


subiectek RE: ey messages re: inuneniadulators for ae for Moncef meeting tomorrow 5/30 
Hi David, 


Sorry, had an e-mail crash and am just now seeing this — it’s a good thing you didn’t wait for me! The outline 
looks good, I'll wait for the Deloitte versions. | don’t have a slide that fits #1. NHLBI (Amy Patterson) is 
working on things for me by COB on anticoagulants. If | need to harmonize, is Deloitte available this evening? 


FC 

From: Wholley, David (FNIH) [T]! b6 

Sent: Friday, May 29, 2020 1:59 yo 

To: Collins, Francis (NIH/OD) [E]! aoe b ee 

Cc: Adam, Stacey (FNIH) [T]: a Sees Freire, Maria(FNIH)[T]i b6—t=CS Gonzalez, Nina 
<ningonzalez@ deloitte.com>; Parker, Ashley (NIH/OD) [E]i__....______b6 : 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 


APARO000001344-2443664 


Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up on a 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o ACTIV-1—- Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/II!) — projected launch July 
o ACTIV-4 —- Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
© Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/III progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
o Protocol is 80% complete 
= Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 


APARO000001344-2443664 


= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e® “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
@ Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


Davul Wholley 

Senter Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
“tik, oe 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


fe 2079, the FNL carned the highest rating from Charity Navigator for the fifth consecutive peur and was recognized 
as an orpanicsion that excecds industry standards. 
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From: 
Sent: 
To: 


(ies ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

-(EYDIBOHF23SPDLT)/en= Recipients/cn= Basacegs2sae4 foaasdsoacdocb76(8>- DEMINGD. fda]; 


“Tjo= ExchangeLabs/ou=Exchange Administrative Group 
PEC oe Recipients/cn= 306b2244466140faa95aaaafe06ebd70- sla 


Preteen Periel mameertasesrmsteimaesmennesrrmioneen rey 


usa) b6 
cc: ‘clear Ellen a {E] [/o= Exenenee eeu Exchange Administrative Group 


i Be uit ates be i; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=user3c2f486d]; Cutillo, Christine (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c04c8f5063c34361bb7491f2 16f75adc-cutilloc]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1lac-simondm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=4b7e84cce098457896b2df19fa172c87- sols ‘Desrosiers, Betsy' 


i dias ctethcenahel ne i Jansen, Kathrin’ | 
{oz ExchangeLabs/ou=Exchange Adrainistrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di -jamesst]; ‘Alvarez, Rosa Maria’ 
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[rosalvarez@deloitte.com]; 'Kim, Elizabeth' [elkim@deloitte.com]; ‘Tolman, Brett' [btolman@deloitte.com]; 


‘Wachtel, Jonathan’ [jwachtel@deloitte. com]; 'Prabhavathi Fernandes': om ‘'Diamond, 


Michael’: i. ‘Rose Lit 


ins. cals 


‘Administrative Group (FYDIBOHED3SPDLT)/en= Recipients/cn= e9041ab27204d83b06752f67a44b0d1- lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ee Recipients/cn=5bbac95b1f6e4514a299b318030c31f6-shawcy]; 'Rodriguez, Robin D' 


1 'Dave Frankowski’ b6 ‘ 'Baric, Toni C' 

i; Lowy, Douglas (NIH/NCI) TET [/o= =ixchanselabs/eu- Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=f1b7b8fe4739478bb17840c56902718a- lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; ‘Stratton, Benjamin’ 
[bstratton@DELOITTE.com] 

Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 

Attachments: Ma et al 2020 BioRxiv Boceprevir GC-376 and calpain inhibitors Il XII inhibit SARS-CoV-2 viral replication by targeting 
the viral main protease.pdf 


Thanks Prabha. Here is the recent submission to BioRxiv from Ma et al with the data on SARS-CoV-2 of 
the compound. 


Kara 


oe, evotec 


Kara Carter, PhD 
ae: Vice President Infectious Disease 
_j(Mobile) 


WWW VOTECCONT 


"Adams, Peter (OS/ASPR/BARDA) : 
_{NIH/OD) (Ey! 


sat feneencenimvensatsmemstatentmsattmclaceraemanememnsass re 
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(NIH7ODY TE 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 


[EXTERNAL] 


Hi Joe, 

When we prioritize re-purposed drugs.. 

Should we should include vet products. Anvive has announced it data on SARS CoV2.. they have been developing the 
compound for feline infectious peritonitis. Protease inhibitor. 

Oral product. 

Selectivity index is great.. 


Attached FYI in case you have not seen. 


Regards, 
Prabha 


To: b6 i Hild, Sheri (NIH/OD) EL. 


pisteens a i aes a ccc a sc a a an ons man ene pe teinet oer seine amen Sotseesende ions ohio tena 


Hewitt, Judith (NIH/NIAIDY TE Pe b6 


i b6 } Parker, <A ohonl [E] 


Jenna nun un in ini nun Un Un In Un UR Un LR UU UU IU UU UL UU UUme cecal 


i podams, Péter (OS/ASPR/BARDA) 


EE he Christine (NIH/NCATS) [E] 
paansen, Kathrin 


>; Lagos, Enrique (NIH/NCATS) [E] 
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; Burrus-Shaw, Cyndi 
ave Frankowski 


ee a ci bs Steatton, Benjamin <bstratton@DELONTE.com> 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 

Dear Preclinical group and attendees, 

Please find the minutes to our meeting on Wednesday. Let me know if you have any questions or concerns with these. 
Thank you, 


Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:43 PM 


Peet eens 


(NIH/OD) TEI? 
{E]; Tomas Cihlar; ; 
Cc: Gadbois, Ellen (NIH/OD) [E]; Hughes, Eric; Gonzalez, Nina; Cutillo, Christine (NIH/NCATS) [E]; Simon, Dina (NIH/OD) 
{C]; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
[T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint 
(NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 27, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & aa 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


b6 
Meeting ID: oo b 6 

Password!” be’ 

One tap mobile 

rr’ (Germantown) 


b6- US (Germantown) 
eee US (Chicago) 
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tus (New York) 
‘US (San Jose) 
‘US (San Jose) 


STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged and/or private information. 
If received in error, please notify us immediately by reply email and then delete this email and any attachments from your system. Thank you! 


Please find our information on data protection here. 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5001AF52DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: 9/29/2020 7:40:20 PM 


To: 1 b6 ‘ Hild, Sheri (NIH/OD) [E] 


“Tox ExchangeLabs/ou=Exchange Administrative Group 


(EZDIBOUE 23o) DUNN Recipients/cn=edd7f1939fb94be3 bf063f925ac15f02- hildsa];! b6 i 


fiox ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn= B8adace9923ae415aa3d85ac09cb 76f85- DEMINGD. fda]; 


cc: aakos Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT}/cn= Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Hughes, Eric 
]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/enz Recipients/cn=user3c2f486d]; Cutillo, Christine (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c04c8f5063c34361bb7491f2 16f75adc-cutilloc]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
A(FYDIBOHF23SPDLT)/cn= Recipients/cn= 4b7e84cce09845 7896b2df19fa 172c87- ccolvis]; Desrosiers, Betsy 


[ie cpa niand aeesgce’ b6 4 Jansen, Kathrint DB cece '; Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Alvarez, Rosa Maria 
{rosalvarez@deloitte.com]; Kim, Elizabeth [elkim@deloitte.com]; Tolman, Brett [btol man @deloitte.com]; Wachtel, 


APAR0000004843-2444033 


Vase Li 


' , Lagos, Enrique AIGINCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn= Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

ieee ha Recipients/cn= Sbbac95b1f6e45 14a299b318030c31f6- shaweyl Rodriguez, Robin D 


a a a a SRN a | Eas 


b6 i; Lowy, Batsies (NIH/NCI) [E] [/o= exchangeldbe/oule pychanes Administrative 
“GrStip [FYDIBORF23SPDL1)7 chi=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; Stratton, Benjamin 
{pstratton@DELOITTE.com] 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 
Attachments: 2020-05-27_Preclinical_ WG_Summary_D1.docx 


This time with the attachment. 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 

Dear Preclinical group and attendees, 

Please find the minutes to our meeting on Wednesday. Let me know if you have any questions or concerns with these. 
Thank you, 


Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:43 PM 


To: | b6 : Menetski, Joseph (FNIH) [T]; Hild, 


Ce: Gadbois, Ellen Non [E]; Hughes, Eric; Gonzalez, Nina; Cutillo, Christine (NIH/NCATS) [E]; Simon, Dina (NIH/OD) 
{C]; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
[T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint 
(NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 


APAR0000004843-2444033 


When: Wednesday, May 27, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 


ge a a ace, a es RE A a a A Ae PN ee FOR EO a CR Ae 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


'US (Germantown) 
i US (Chicago) 


‘US (Germantown) 
‘US (Chicago) 

'US (New York) 
iUS (San Jose) 

iUS (San Jose) 

iUS (Tacoma) 

+US (Houston) 


Wideting IDz 
POSSWONG DB 3 carer heaad wena en tote alana 
Find your local number: 
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From: 


Sent: 

To: 
ee ExchangeLabs/ou=Exchange Administrative Group m 
(FYDIBOHE23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02- -hildsa}; b6 
[ee | eee Baric, Raph 
/oz ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou= ears Administrative Group 

cc: 


FYDIBORESESPOUT/en= pee peneiee iearseoraneal: Cutillo, Chestine (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c04c8f5063c34361bb7491f2 16f75adc-cutilloc]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(ESDIBD HE 22h DET che Recipients/cn=4b7e84cce09845 7896b2df19fa 172c87- ccolvis]; ‘Desrosiers, Betsy’ 


b6 | Jansen, Kathrin’ b6 ‘ Kurilla, Michael (NIH/NCATS) [E] 


ie ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di -jamesst]; ‘Alvarez, Rosa Maria’ 


APAR0000004839 


esalvarere delonte: com]; ‘Kim, Elizabeth’ lila easel com]; Tolman Brett' [btolman@deloitte. seal 


Jonson, Samantha (NIH/NCATS) [E] [/o= ee Byaiange Administrative Group 
{FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

sales alee Ae Recipients/cn= ipa cs ch ee cbaaede tein shaweyi: ‘Rodriguez, Robin D' 


+ Lowy, Douglas (NIH/NCI) [E] [/o= anes apofoue Exchange Administrative 
Gieiip FDIC ESSER cinicnis/ena tb 7utfedgs047ebeave4oceceo2 7ias. lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6ceb5-haigwoon.oh]; ‘Stratton, Benjamin’ 
[bstratton@DELOITTE.com] 


Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 


Thx much Kara! 


| just heard that it is being made and sold black market in China. 


Gacy, Felicia (NIH/OD) [E]': ab Tomas Cihlar' 


7 een: dlonsan, Samantha (NIH/NCATS) fap ____b6 'Burrus-Shaw, Cyndi 
voote be "Rodriguez, RobinD'!~—S«wB6 «Dave Frankowski 
Edad at cE ee on ame Ce 
- Florence, Clint aah NIAID) 2 aa aN Haigwood' 


"Sublet RE: ACTIV Preclinical working group (Tuesday meeting) 
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Thanks Prabha. Here is the recent submission to BioRxiv from Ma et al with the data on SARS-CoV-2 of 
the compound. 


Kara 


e, evotec 


Kara Carter, PhD 
Executive Vice President Infectious Disease 


cetees 


i ‘Hild, Sheri (NIH/OD) 112) a eeeennnnnnenaas | Sica iereiciniccins 
; Kara Carter{ b6 aaa 


eee eer en 


‘Baric, Ralph’ 7 


Kg biacardiciarcieiaiaiacene a SIR nUnSeener Sime etetneareseKeneieanmee annem 


Christine ines [E}: 


Sai imeoreeececaceemie PAN a ras a asd ea rad a rua aa meses 


jauuuaceeaeneceeaeencarae sWMiscsvesesosnaacence Nacutanuvececastece 


<ning sodpnier@dele! & COM>} oa Christine 


“7 'Lowy, Douglas nine 
_t, ‘Nancy Haigwood' 


ak Beniarnin’ <bstration @DdEl OTTE com> 
‘Subject: RE: ACTIV Preclinical working group (Tuesday meeting) 


[EXTERNAL] 


Hi Joe, 
When we prioritize re-purposed drugs.. 


APAR0000004839 


Should we should include vet products. Anvive has announced it data on SARS CoV2.. they have been developing the 
compound for feline infectious peritonitis. Protease inhibitor. 

Oral product. 

Selectivity index is great.. 


Attached FYI in case you have not seen. 


Regards, 
Prabha 


From: Menetski, Joseph (FNIH) [T]. 
Sent: Friday, May 29, 2020 3:25 PM 


i Hild, Sheri (NIH/OD) (E] 


r ee i died lA LA St AL , 


iBaric, Ralph. 


se aa corona eens ieee acre ere eee) eonsormem mins 


“Adams, Peter (OS/ASPR/BARDA) 
“>; Qashu, Felicia (NIH/OD) [E] 


acta memes meme iecmrm erm 


[T] ¢ b6 Alvarez, Rosa Maria Zigialvarez@ deloitte. COM>; ‘im: Elizabeth <i frre @delo’ tte. com>; Tolman, 


‘Florence, Clint mao [E]: 


ner 


Subject: RE: ACTIV Preclinical working group eer saa 

Dear Preclinical group and attendees, 

Please find the minutes to our meeting on Wednesday. Let me know if you have any questions or concerns with these. 
Thank you, 

Joe 


From: Menetski, Joseph (FNIH) [T] 
Sent: Tuesday, April 14, 2020 6:43 PM 
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: Menetski, Joseph ENTE) (T]; Hild, 


TNO} [Ei | Adams, Peter GoASPR/aARDAL: Rao, Srinivas; Qashu, Felicia (NIH/OD) 
{E]; Tomas Cihlar;: i 
Cc: Gadbois, Ellen (NIH/OD) [E]; Hughes, Eric; Gonzalez, Nina; Cutillo, Christine (NIH/NCATS) [E]; Simon, Dina (NIH/OD) 
[C]; Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah 
(NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) 
[T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint 
(NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin 

Subject: ACTIV Preclinical working group (Tuesday meeting) 

When: Wednesday, May 27, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Sits 


Where:; b6 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


b6 | 
Meeting ID:, — b6 

Password: b6 

Onetap mobile 

b6 i US (Germantown) 


i US (Chicago) 


lus (Germantown) 
‘US (Chicago) 


'US (New York) 
1US (San Jose) 
iUS (San Jose) 


‘US (Tacoma) 
iUS (Houston) 


STATEMENT OF CONFIDENTIALITY. 


This email and any attachments may contain confidential, proprietary, privileged and/or private information. 
If received in error, please notify us immediately by reply email and then delete this email and any attachments from your system. Thank you! 
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From: Gonzalez, Nina [ningonzalez@deloitte.com] 

Sent: 5/29/2020 7:45:38 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com]; Stratton, Benjamin [bstratton@DELOITTE.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 


All - 
Deloitte is available for any slide harmonization this evening — just let Olivia and | know what you need. 


Thanks, 


Nina 


§ Collins, Francis (NIH/OD) [El b6 


er + Gonzalez, Nina <ningonzalez@deloitte.com>; Parker, Ashley (NIH/OD) 


fe: bé 


Seva rcs evap ater other ee meeresaoreiareiaeara mtd 


Subject: [EXT] RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Yes, | will send it to Nina. 


sibject RE: nevi messages re: imbue modulators for sides for Moncef meeting tomorrow 5/30 


By copy to Nina Gonzalez, | am asking formally if that is OK. We are fine with that of course. Ashley and Maria are 
corresponding on a slide that might fit for #1. 


SBE RE: Key messages re: immunomodulators for ee for Moncef meeting tomorrow 5/30 


Hi David, 


APARO000001343 


Sorry, had an e-mail crash and am just now seeing this — it’s a good thing you didn’t wait for me! The outline 
looks good, I’Il wait for the Deloitte versions. | don’t have a slide that fits #1. NHLBI (Amy Patterson) is 
working on things for me by COB on anticoagulants. If | need to harmonize, is Deloitte available this evening? 


FC 


Sent: Friday, May 29, 2020 1:59 PM 
To: Collins, Francis (NIH/OD) [E]i_ a renee Sena 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIVhiVIG (sponsored by NIAID) - in progress 
o  ACTIV-1— Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4— Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
¢ Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e@ Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 


APARO000001343 


© 3 agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
o Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
o Protocol is 80% complete 
= Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
# All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Whalley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


11400 Rockville Pike Suite GOO Narth Bethesda, MD 20452 


fa 2019, the PNIH earned the highest rating from Charity Navigator for the ifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.] 


APARO000001343 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/29/2020 9:58:59 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 

Attachments: Responses to Qs re AC Clinical Trial Strategy 052920 final fsc.docx 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


i 
i 
u. 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
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o ACTIV-1 — Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4 — Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
© Phase III master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
o Protocol is 80% complete 
" Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
@ Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 


Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
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11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the PNG earned the highest rating fromm Charity Navigator for the fifi consecutive year und was recognized 
as an organization that exceeds industry standards, 
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From: Stacey Adam (Basecamp) : b6 


a i ee TE SS SR EE 


Sent: 5/29/2020 10:46:17 PM 

To: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: Stacey A. added you to a team in Basecamp (FNIH Research Partnerships) 


Stacey Adam added you to ACTIV - Clinical Trial Capacity WG in 
Basecamp 


a 
| doin Stacey in Basecamp 


Here’s what’s happened so far... 


30 other people are on this team from our team 

Badhri Srinivasan, Carlos Garner, Cheryl Melencio, Christine Sizemore, David Goff, Deanna Garner, 
Elizabeth Desrosiers, Felicia Qashu, Gail Weinmann, George Mensah, James Dickens, Janet 
Woodcock, Jim Doroshow, Jonathan Wachtel, Karen Tountas, Kevin Bugin, Kevin Footer, Larry 
Corey, Laura Resnansky, Lionel Bascles, Lynn Marks, Michael Vincent, Mike Kurilla, Molly Klote, 
Myron Cohen, Payton Manizhe, Peter Stein, Seema Nayak, Vicky Davey, and Victoria Davey. 


Docs & Files were added for reference 


Clinical_ Trial_ Capacity_ Working Group Meeting 12 Final.pdf 

Clinical_ Trial_Capacity_ Working Group Meeting 10 Final.pdf 

Clinical_ Trial_Capacity_Working Group Meeting 9 Final.pdf 

Copy of Innovations Matrix 14May.xlsx 

Clinical_ Trial_ Capacity_ Working Group Meeting 8 Summary_Final.pdf 
03 ACTIV Clinical Trial CRO-SMO Survey #1 May 2020.docx 

02 ACTIV Clinical Trial SITE Survey #1 APRIL 2020.docx 

01 ACTIV Clinical Trial NETWORK Survey #1 APRIL 2020.docx 
Network Inventory Master Spreadsheet 05122020.xlsx 

Clinical Trial Capacity Working Group Meeting 7_Summary_Final.pdf 
+ 42 more items... 


seonenenaecncee 


Need help? Gontact our support tearm and we'll get back to you In just a few minutes. 
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From: Stacey Adam (Basecamp)! b6 


SN a ee as 


Sent: 5/29/2020 10:46:41 PM 

To: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: Stacey A. added you to a team in Basecamp (FNIH Research Partnerships) 


a 


Stacey Adam added you to ACTIV - Therapeutics Clinical WG in 
Basecamp 

ee 

sin Stacey n Basecamp 


Here’s what’s happened so far... 


35 other people are on this team from our team 

Amanda Peppercorn, Ashley Parker, Carlos Garner, Cheryl Melencio, David Goff, Deanna Garner, 
Elizabeth Higgs, Elizabeth Kim, Elliott Levy, Eric Hughes, Felicia Qashu, Helen Q. Chen, Janet 
Woodcock, Joan Butterton, John Mellors, Judy Currier, Keith Gottesdiener, Kevin Bugin, Lisa 
LaVange, Lora Reineck, Lynn Marks, Mary Biggs, Michael Proschan, Mike Poole, Naimish Patel, Neil 
Aggarwal, Peter Stein, R. Angelo De Claro, Ruxandra Draghia-Akli, Sam Bozzette, Sandeep Menon, 
Sarah Wynne Read, Sylva Collins, Tim Buchman, and Timothy Burgess. 


Docs & Files were added for reference 


ACTIV_Therapeutics-Clinical ACTIV TX-Clinical Neutralizing mAb Master Protocol Steering 
Committee with PETAL Network Leads _20May2020 Key Takeaways.pdf 
ACTIV_Therapeutics-Clinical AP Sub-Group Meeting 14May2020 Key Takeaways.pdf 
ACTIV Therapeutics Clinical MP Sub Group 15May2020 Meeting Agenda.pdf 
2020-05-14 _TX-Clinical_ WG_Agent_Prioritization_ Committee_Meeting Summary.pdf 
2020-05-14 _TX-Clinical_ WG_Meeting_Summary.pdf 

ACTIV_Therapeutics-Clinical MP Sub-Group Meeting 15May2020_ Key Takeaways.pdf 
ACTIV_Therapeutics-Clinical AP Sub-Group Meeting 12May2020 Key Takeaways.pdf 
ACTIV Therapeutics-Clinical MP Subgroup_13May2020 Meeting Guide.pdf 

ACTIV Therapeutics-Clinical Full Working Group_14May2020 Meeting Guide.pdf 
2020-05-07 _TX-Clinical WG_Meeting_Summary.pdf 

+ 127 more items... 
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Nead help? Contact our support team and we'll get back io you in fust a few minuies, 


6e75feb35dea/cf161d98901 
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From: Freire, Maria (FNIH) [T] [(O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 5/29/2020 10:49:02 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Yes, she is waiting to see the draft ppts and will advise on the strategy then. 


Sent from my iPhone 


On May 29, 2020, at 6:06 PM, Freire, Maria (FNIH) [T] 


Francis - have you had a chance to chat with Janet to coordinate messages? She is critical - in her low- 
key way, she is able to carry a huge part of the load. Moncef knows she has a rock-solid reputation with 
industry folks. And, of course, she was the one who asked for the money. M. 


On May 29, 2020, at 5:59 PM, Collins, Francis (NIH/OD) (E] b6 + wrote: 


Bie ee cb icine ieieverccreteveiesccaceveteel 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to 
have that incorporated into the slide set that Deloitte is currently working on. Attached is the 
document from Amy. | have highlighted the main points that | would want to have included in 
the slides, trying if possible to mirror the same features that are going to be included in the 
description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA 
agreed with the plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 


COLL0000009347-2440931 


Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t 
know if you or Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | 
also don’t know what input NHLBI wants to provide; | took the liberty of naming the anticoag MP as 
“ACTIV-4” in the interest of teaming up on a commonly branded strategy, hope that is OK. | am 
providing this to Deloitte now so they can get going on starting the slides, but please feel free to 
highlight maybe in red any wording you want changed or additions you would add in the meantime, and 
copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working 
together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic 
health and economic challenges posed by the pandemic, with harmonized efforts that address 
both disease etiology and symptomology. 
0 ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o ACTIV-1—Inpatient Master Protocol of 3 host-targeted immune modulators (using 
CRO) — (Phase Ill) — ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID 
ACTG Network + CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID 
INSIGHT Network + NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o  ACTIV-4— Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+lmmune Modulator Combinations (NHLBI-NINDS “Master” Network) — 
(Phase II/III) — projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively 
evaluated elsewhere (e.g., antivirals) — similar design to the mAb protocols, 
networks/sites/agents in discussions now — projected launch August (if needed; i.e. if 
agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 
20 ACTIV EC call as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
[Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and 
affiliations of those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 

o Agent prioritization included input from COVID R&D Leadership Consortium 
planned testing of 8-9 repurposed agents funded by industry (2 highest priority 
agents switched to ACTIV-1) 

© 3 agents chosen are well-established anti-inflammatories with solid rationale for 
MOA in COVID-19, not already being adequately tested elsewhere 

o All 3 either have initial Phase II data or are currently running company- 
sponsored Phase II trials = high POS 

oO. Phase III master protocol design for ACTIV-1 includes aggressive efficacy and 
futility assessments to allow for early stopping at 25%, 50%, and 75% accrual, in 
order to quickly drop agents not showing efficacy (like a Phase II/Ill progression 
design, but design was faster for quicker launch) 

o Companies have agreed to share data + common control arm+ common 
endpoints + DSMB = efficiency and ability to compare results across arms (this 
does not happen if companies test separately) 

o Protocol is 80% complete 


COLL0000009347-2440931 


= Substantial input from 25+ industry, academic, and government 
experts, including FDA clinical and stats 
e Statisticians include some of the best in the world for 
master protocol design: Lisa LaVange (UNC), Karen Price 
(Lilly), Michael Proschan (NIAID), Sandeep Menon 
(Pfizer) 
=" All three companies have written their sections of the protocols, 
which are being merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost 
estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust 
choice of agents through ACTIV process, powered by NHLBI/NINDS “network of 
networks” with rapid contracting and startup practices, protocol being drafted 
in parallel (ACTIV WG review), inclusion of vital natural history 
disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the 
clinical stuff? And perhaps NIH (Ashley) should draft that one given the sensitivity around 
the numbers? 


David Whalley 

Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 


i £. 
400 Rockville Pike Suite 500 North Bethesda, MD 20852 


dn 201%, the PNT earned the highest rating fram Charity Navigator for the fifi consecutive year and 
was recognized as an organization that exceeds industry standards. 


<Responses to Qs re AC Clinical Trial Strategy 052920 final fsc.docx> 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 5/30/2020 12:33:01 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

CC: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


They are back to Deloitte for final editing. 


To: Wholley, David (FNIH) [T] § b6 


Ce: Adam, Stacey (FNIH) (T]; i +; Gonzalez, Nina 


Subject: RE: Key messages re: -Ammnunornodulaters for slides for Moncef meeting tomorrow 5/30 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


From: Wholley, David (FNIH) [7] : 
Sent: Friday, May 29, 2020 7:41 ST ie 


ee ..: ee +, Gonzalez, Nina 
cningonzalez@deloitte com>: Parker, Ashley VOB) te b6 P; Freire, Maria (FNIH) [T] 


“Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


To: Wholley, David (FNIH) [T]} b6 
Ce: Adam, aap ae m. es ee 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 


APARO000001315-2443937 


have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


From: Wholley, David (FNIH) [T] | b6 


Sent: Friday, May 29, 2020 1:59 PMI 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o ACTIV-1—Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4—- Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
@ Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 


APARO000001315-2443937 


o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3 agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
o All 3 either have initial Phase Il data or are currently running company-sponsored Phase II trials 
= high POS 
© Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
© Protocol is 80% complete 
* Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
# All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


be | 


dn 201%, the PNIA earned the highest rating fram Charity Navigator for the fifi consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/30/2020 12:33:03 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

CC: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Hi Francis, 
Back to you in moments. 
Stacey 


Stacey J. Adam, PhD 
geen Sl er 


Subject: RE: Key messages re: Anranorodulators for slides for Moncef meeting tomorrow 5/30 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


From: Collins, Francis (NIH/OD) [E]: b6 
Sent: Friday, May 29, 2020 5:59 PM ipa atten was een -bsaeaee 


APARO000001314 


ed i; Gonzalez, Nina 


Subject: RE: Key messages re: immunomodulators for ine for Moncef meeting ee 5/30 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


i } Gonzalez, Nina 


Subject: ete messages re: smnnauneraedlilabors for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIVhiVIG (sponsored by NIAID) - in progress 
o ACTIV-1— Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4 — Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
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o ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 

* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
@ ACTIV-1 Protocol for immunomodulators 
© Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
o All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
o Phase III master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
© Protocol is 80% complete 
* Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
# All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


Devil Wholley 

Senior Vice-President, Research Partnerships 
J oundation for the National Lastitutes of Health 
Levee DB! 

SY 


11400 Rockville Pike Suite G00 North Bethesda, MP} 20852 


fn 2019, the PNEH earned the highest rating frou Charity Naviguter for the fifth consecutive year and was recegnized 
as ae organization that excecds industry standards. 
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From: Gonzalez, Nina [ningonzalez@deloitte.com] 


Sent: 5/30/2020 12:37:21 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 

Attachments: ACTIV Clinical Trials Discussion 20200529 v6.pptx 


Hi Francis, 

See attached the latest version of the slides for the meeting tomorrow. 
We’ll be on standby for any edits you may have. 

Thank you, 


Nina 


Nina Gonzalez 
Deloitte Consulting LLP 
Tel/Direct: +i 202 748 E35 


Mease consider the environment before printing. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, May 29, 2020 8:32 PM 


; Gonzalez, Nina 
Subject: [EXT] RE: kava bisects re: iatauihemodulator: far slides for Moncef meeting tomorrow 5/30 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


From: Wholley, David (FNIH) [T] } i 
Sent: Friday, May 29, 2020 7:41 Pi 


APARO000001312-2442747 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


i; Gonzalez, Nina 


Subject: RE: gree messages re: ‘iariunomodulatrs for slides for Moncef meeting tomorrow 5/30 


Hi all, 

| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


Sublece k ae messages re: ‘njune modulators for Big foi Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIVhiVIG (sponsored by NIAID) - in progress 
o  ACTIV-1— Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
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o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4 — Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
© Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
© Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
© Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
© Protocol is 80% complete 
«Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National institutes of Health 
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fnih.org 


171406 Rockville Pike Suite 606 North Bethesda, MD 20852 


ire 2078, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and 
was recognized as an organization that exceeds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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Sent: 5/30/2020 1:01:39 AM 

To: Gonzalez, Nina [ningonzalez@deloitte.com] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 

Attachments: ACTIV Therapeutics_053020.pptx 


Hi all, 


Thanks, this is an excellent set, though to keep the discussions with Moncef concise, I’ve moved some of the 
slides to the Appendix. See current version. | will send this to Janet now too. 


One question: when the immunomodulator slide 7 says this: 
All 3 agents have initial Phase II data or are currently running company-sponsored Phase II trials 
What does that mean? Phase Il trials for what application? 


Francis 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 
Sent: Friday, May 29, 2020 8:37 PM 
To: Collins, Francis Nill (EI; be b~C~™ a 


“Subject: RE: Key Parker, iamunomodulators for slides for Moncef mesure {omnGHOW 5/30 


Hi Francis, 

See attached the latest version of the slides for the meeting tomorrow. 
We'll be on standby for any edits you may have. 

Thank you, 


Nina 


Nina Gonzalez 

Deloitte Consulting LLP 

Tel/Direct: +1 202 748 6525 
ningonzalez@deloitte.com | www.deloitte.com 
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Please consider the enviranmerit before printing. 


To: Wholley, David (EN) (7 __b6 
Cc: Adam, Stacey (FNIH) (T]i 


i + Gonzalez, Nina 


comes J 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


To: Collins, Francis NIGIODY tel 7 be 
Cc: Adam, Stacey (FNIH) [T] (7 an: ars 222i Gonzalez, Nina 
Sain onzalez@ deloitte. coms, Parker, Ashley IODIT (E]; ayia eines - “3 Freire, Maria (FNIH) [T] 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


oder seidassnasinsioemevmciaccemieeents aittonesesveontueniog 


From: Collins, Francis (NIH/OD) [E] i b6 
Sent: Friday, May 29, 2020 5:59 hie ae 
To: Wholley, David (FNIH) [T]i 


Cc: Adam, Stacey (FNIM) (T]....-.B8.......- Freire, Maria (FNIM) (T]{ BB}; Gonzalez, Nina 
<ningonzalez @ deloitte.com>; Parker, Ashley (NIH/OD) [E]_. b6 b 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 
Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


Sent: day, May 29, 2020 1:59 PM 
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Cc: Adam, Stacey (FNIH)[T]ib6—™ +; Freire, Maria (FNIH) um 
“be 


<ningorzalez @deloitte.com>; Parker, Ashley (NIH/OD) [ [E]! 
Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up on a 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o  ACTIV-1—Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/IIl) — projected launch July 
o ACTIV-4 — Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
® Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
© Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 
o Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
o Protocol is 80% complete 
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= Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e@ “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National institutes of Health 


b6 


11400 Rockville Pike Suite 600 North Bethescla, MD 20852 


in 2079, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and 
was recognized as an organization that exceeds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 


any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


v.E.1 


COLL0000009631 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/30/2020 1:01:41 AM 
To: Gonzalez, Nina [ningonzalez@deloitte.com] 
cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 

Attachments: ACTIV Therapeutics_053020.pptx 


Hi all, 


Thanks, this is an excellent set, though to keep the discussions with Moncef concise, I’ve moved some of the 
slides to the Appendix. See current version. | will send this to Janet now too. 


One question: when the immunomodulator slide 7 says this: 
All 3 agents have initial Phase Il data or are currently running company-sponsored Phase II trials 
What does that mean? Phase II trials for what application? 


Francis 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 
Sent: Friday, May 29, 2020 8:37 PM 
b6 


giantetmonl nATAMAnANATAnsnnenANEmT aterm cert emememememememey 


bé “Y Wholley, David (FNIH) [T]! b6 * Freire, Maria (FNIH) [T] 


“Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 
Hi Francis, 

See attached the latest version of the slides for the meeting tomorrow. 

We’ll be on standby for any edits you may have. 

Thank you, 


Nina 


Nina Gonzalez 
Deloitte Consulting LLP 
Tel/Direct: +32 202 748 4525 


COLL0000020603 


ningonzalez@deloitte.com | www.deloitte.com 


Meuse consider the environment before printing. 


From: Collins, Francis (NIH/OD) [E]} 
Sent: Friday, May 29, 2020 8: 32 PM 
To: ideas David Rae Mi 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


From: Wholley, David (FNIH) [T]} b6 
Sent: Friday, May 29, 2020 7:41 PI 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


Cc: Adam, Stacey (FNIH) [T]} 
<ningonzalez@ deloitte. com>; Parker, Ashley ine (Ey 


Hi all, 

| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 
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Sninaonzalere dela tte.corn>; Parker, Ashley Nuon} [E] i i bé. > 


Subject: Key messages re: immunomodulators for slides for Moncet meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIV Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIVhiVIG (sponsored by NIAID) - in progress 
o  ACTIV-1 — Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4— Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
[for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
@ Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
oO 3 agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
o All 3 either have initial Phase Il data or are currently running company-sponsored Phase II trials 
= high POS 
o Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/III progression design, but design was faster for quicker launch) 
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o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 

o Protocol is 80% complete 

# Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 

o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 

e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Senter Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


i 
i 
i 
iccnretaverniniesoresasararaieret : 


dn 201%, the PNIH earned the highest rating from Charity Navigator for the fifi consecutive year and was recognized 
as an organization that excceds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www, deloitte.con/about to learn more. 


v.E.1 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/30/2020 1:17:20 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 

Attachments: ACTIV Therapeutics_053020v1.pptx 


Hi Francis, 
| have pre-emptively modified slide 7 to fit the description below. Please let me know if this makes more sense. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Cyrector, Cancer 


From: Adam, Stacey (FNIH) [T] 
Sent: Friday, May 29, 2020 9:13 PM 


To: Collins, Francis(NIH/OD) [Eli be | + Gonzalez, Nina <ningonzalez@deloitte.com> 


Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 
Hi Francis, 
Here is what | know specifically from conversations with the companies. 


e We know that BMS has ongoing Investigator Initiated Studies (IISs) with Abatacept that are early Phase Il. Data 
not public yet. 

e We know that Janssen also has a few preliminary trials, which is why they were getting ready to launch a large 
Phase 2 RCT of their own before they signed on to ACTIV-1, when we approached them. They had taken their 
protocol all the way through FDA approval. 

e The only one | am not sure of is Cenicriviroc. AbbVie/Allergan have hinted at an IIS, but | would need to 
confirm. This was one of the R&D Consortium molecules, so | think they had some data to get it on that list. 


| could reach out to the companies to see if they will give us more details, but | don’t know if we would have it be your 
meeting with Moncef. 


We can soften the language to say 2 of the 3 have known existing or ongoing Phase II is COVID-19. 
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Please let me know if you’d like the slide modified. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Director, Cancer 

Rese arch Partnershi HPS. 
Direct: i 


From: Collins, Francis (NIH/OD) [E] } b6 


Sent: Friday, May 29,20209:02PM.———CS«7;7;73;7;7;7O 
To: Gonzalez, Nina <nin OES CS OTSA Con? 


Cc: Adam, Stacey (FNIH) [T]: b6 


bé + Parker, Ashley (NIH/OD) iE] es 
Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 


Hi all, 


Thanks, this is an excellent set, though to keep the discussions with Moncef concise, I’ve moved some of the 
slides to the Appendix. See current version. | will send this to Janet now too. 


One question: when the immunomodulator slide 7 says this: 
All 3 agents have initial Phase Ii data or are currently running company-sponsored Phase II trials 


What does that mean? Phase II trials for what application? 


Francis 


b6 >; Freire, Maria (FNIH) [T] 
| i; Elsaid, Olivia <oelsaid @ deilvitte.com> 
Subject: RE: Key meseapes ieapauinoMmodulalbes fe slides for Moncef Getihe tomorrow 5/30 


Hi Francis, 

See attached the latest version of the slides for the meeting tomorrow. 
We'll be on standby for any edits you may have. 

Thank you, 


Nina 
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Nina Gonzalez 

Deloitte Consulting LLP 

Tel/Direct: +2 202 748 6535 
ningonzalez@deloitte.com | www.deloitte.com 


Pease consider the envirarnmerit before printing. 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


-cningon nzalez@deloitte os Parker, Ashley (NIH/OD) [E}i be “b; Freire, Mises (ENIH) (T] 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


Subject: RE: es messages re: Ammunemedulators for ree for Moncef meeting tomorrow 5/30 


Hi all, 

| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 
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Thanks, Francis 


From: Wholley, David (FNIH) (T]}i bos 

Sent: Friday, May 29, 2020 1:59 PM 

To: Collins, Francis (NIH/OD) [E]_.. ae 

Cc: Adam, Stacey (FNIH) (i be Freire, Maria (FNIH) [T] i... be | Gonzalez, Nina 
<ningonzalez@deloitte.com>; Parker, Ashley(NIH/OD)[E]i DG 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o ACTIV-1— Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/IIl) — projected launch July 
o ACTIV-4— Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+lmmune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
© Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase II data or are currently running company-sponsored Phase II trials 
= high POS 


APARO000001307 


o Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 

o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 

© Protocol is 80% complete 

«" Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
# All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 

o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 

e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Sentor Vice-President, Research Partmerships 
the National Institutes of Health 


b6 


erties se 7 


11400 Rockwille Pike Suite 600 North Bethesda, MD 20882 


dst 2019, the PNG earned the highest rating fram Charity Navigater for the fifit consecutive year and was recognized 
as an organization that excceds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www. deloitte.com/about to learn more. 


v.E.1 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/30/2020 1:22:11 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Gee, no pressure. 


b: Gonzalez, Nina 
<hingonzalez@deloitte. com>; Parker, Ashley Flop) [E}; b6 i; Freire, Maria (FNIH) [T] 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Many thanks. | await the masterpiece. 


b6 t; Gonzalez, Nina 
; Freire, Maria (FNIH) [T] 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


Subject: RE: keve messages re: “mnmanomoddlaters for fee for Moncef meeting tomorrow 5/30 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
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have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 


See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


From: Wholley, David (FNIH) [T]! b6 
Sent: Friday, May 29, 2020 1:59 PMA 


To: Collins, Francis (NIH/OD) [E} b6 
Cc: Adam, Stacey (FNIH) IT) j ; 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIV hiVIG (sponsored by NIAID) - in progress 
o ACTIV-1—Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/III) — projected launch July 
o ACTIV-4—- Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
{for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
e Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
@ Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
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o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
© 3 agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
o All 3 either have initial Phase Il data or are currently running company-sponsored Phase II trials 
= high POS 
© Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
© Protocol is 80% complete 
*" Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
# All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Dealth 


dn 201%, the PNGH earned the highest rating from Charity Navigator for the fifi consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E1CF101C0943414-ADAMSJ4] 

Sent: 5/30/2020 1:23:02 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Elsaid, Olivia 
[oelsaid@deloitte.com] 

Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 


Hi Francis, 

That is my understanding that they were in hospitalized moderately ill. 
Stacey 

Stacey J. Adam, PhD 

Director, Cancer 


R oie eae eel mpc 
Direct: b6 


To: nals Stacey (FNIH) me 
Ce: nett David (FNIH) [T}” 


} preite: Maria (FNIH) (Tl! b6 : Parker, Ashley 


said, Olivia <oelsaid@deloitte.com> 
Subject: RE: Key messages immunomodulators for slides for Moncef meeting tomorrow 5/30 


Thanks, Stacey. | assume these Phase II trials were for hospitalized COVID-19 patients, right? 


Subject: RE: Key messages Saimaner acetone for slides Ss Moncef mecting tomorrow 5/30 


Hi Francis, 
Here is what | know specifically from conversations with the companies. 


e We know that BMS has ongoing Investigator Initiated Studies (IISs) with Abatacept that are early Phase Il. Data 
not public yet. 

e We know that Janssen also has a few preliminary trials, which is why they were getting ready to launch a large 
Phase 2 RCT of their own before they signed on to ACTIV-1, when we approached them. They had taken their 
protocol all the way through FDA approval. 
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e The only one | am not sure of is Cenicriviroc. AbbVie/Allergan have hinted at an IIS, but | would need to 
confirm. This was one of the R&D Consortium molecules, so | think they had some data to get it on that list. 


| could reach out to the companies to see if they will give us more details, but | don’t know if we would have it be your 
meeting with Moncef. 


We can soften the language to say 2 of the 3 have known existing or ongoing Phase II is COVID-19. 
Please let me know if you’d like the slide modified. 


Thanks, 
Stacey 


Stacey J. Adam, PRD 
Durector, Cancer 
Research Partnershi Bi 
Direct} b6 
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From: Collins, Francis (NIH/OD) [E]; b6 i 
Sent: Friday, May 29, 20209:02 PMS 
To: Gonzalez, Nina <ningonzale 2deinitte com> 
o ; Freire, Maria (FNIH) [T] 


[ b6 F parker: year ATEVOOY (ex b6 *; WC ElSia, Olivia <oelsaid @deloitte.com> 


Subject: RE: Key riccsades immunomodulators for slides for Moncef meeting tomorrow 5/30 
Hi all, 


Thanks, this is an excellent set, though to keep the discussions with Moncef concise, I’ve moved some of the 
slides to the Appendix. See current version. | will send this to Janet now too. 


One question: when the immunomodulator slide 7 says this: 
All 3 agents have initial Phase II data or are currently running company-sponsored Phase II trials 
What does that mean? Phase II trials for what application? 


Francis 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 


Sent: Friday, May 29, 2020 8:37 PM 


Hi Francis, 


See attached the latest version of the slides for the meeting tomorrow. 
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We’|l be on standby for any edits you may have. 
Thank you, 


Nina 


Nina Gonzalez 
Deloitte Consulting LLP 
Tel/Direct: +i 202 748 653 


Mease consider the environment before printing. 


_} Gonzalez, Nina 


Een (xT RE: xeyn riessapes re: ae se slides for Moncef meeting tomorrow 5/30 


Hoping these are coming to me soon, as | may want to do some editing -- and then | wanted to run them past 
Janet tonight. 


FC 


ee RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Have seen and offered a few changes to the complete slide deck. They should be coming back to you as soon as Deloitte 
makes the changes. 


Sent: Friday, May 29, 2020 5:59 PM 
To: Wholley, David (FNIH) [T] ¢_ 
Cc: Adam, Stacey (FNIH) [T]i = a Freire, Maria(FNIH)[T]{sS b6 hs Gonzalez, Nina 


a (a 


<ningonzale: @ deloitte, com>; Parker, Ashley (NIH/OD) [E] ¢ b6 b 


Subject: RE: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Hi all, 


| have received information from Amy Patterson about the anticoagulant trial, and I’d like to have that 
incorporated into the slide set that Deloitte is currently working on. Attached is the document from Amy. | 
have highlighted the main points that | would want to have included in the slides, trying if possible to mirror 
the same features that are going to be included in the description of the immunomodulator study. 
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See what you think. | stand ready to look at ppts anytime this evening. 


One question about the immunomodulator trial that | noticed in Moncef’s note — has FDA agreed with the 
plan to move straight into phase 3 from a safety and efficacy standpoint? 


Thanks, Francis 


From: Wholley, David (FNIH) [T]! b6 


Sent: Friday, May 29, 2020 1:59 PM 
To: Collins, Francis (NIH/OD) [E]i~ 


Ce: Adam, Stacey (FNIH) [T][" b6 | Freire, Maria (FNIM) [T]) b6 } Gonzalez, Nina 
<ningonzalez@deloitte.com>; Parker, Ashley(NIH/OD) [E]}i = DO > 


Subject: Key messages re: immunomodulators for slides for Moncef meeting tomorrow 5/30 


Francis: 

Here is the outline of the slides | am asking Deloitte to work to put together with key messages. | don’t know if you or 
Ashley have a good version of slide #1; it is more of an OWS slide than an ACTIV one. | also don’t know what input 
NHLBI wants to provide; | took the liberty of naming the anticoag MP as “ACTIV-4” in the interest of teaming up ona 
commonly branded strategy, hope that is OK. | am providing this to Deloitte now so they can get going on starting the 
slides, but please feel free to highlight maybe in red any wording you want changed or additions you would add in the 
meantime, and copy all on the reply. 


e Maybe a diagram slide just reminding Moncef that OWS/Therapeutics and ACTIV are working together 
e OWS/ACTIV Therapeutics has been taking a portfolio approach to addressing the dramatic health and economic 
challenges posed by the pandemic, with harmonized efforts that address both disease etiology and 
symptomology. 
o ACTIN Baricitinib (ACTT2, sponsored by NIAID) — in progress 
o ACTIVhiVIG (sponsored by NIAID) - in progress 
o ACTIV-1—Inpatient Master Protocol of 3 host-targeted immune modulators (using CRO) — (Phase Ill) — 
ready to launch late June 
o  ACTIV-2*— Neutralizing Monoclonal Antibodies Outpatient Master Protocol (using NIAID ACTG Network 
+ CRO) — (Phase II/III) — projected launch June 
o  ACTIV-3* — Neutralizing Monoclonal Antibodies Inpatient Master Protocol (NIAID INSIGHT Network + 
NHLBI PETAL Network + CRO) — (Phase II/IIl) — projected launch July 
o ACTIV-4 —- Inpatient Master Protocols of 3+ Anticoagulant Therapies, and eventually, 
Anticoagulant+Immune Modulator Combinations (NHLBI-NINDS “Master” Network) — (Phase II/III) — 
projected launch late June 
o  ACTIV-5 — De Novo Master Protocol Structure to test promising agents not effectively evaluated 
elsewhere (e.g., antivirals) — similar design to the mAb protocols, networks/sites/agents in discussions 
now — projected launch August (if needed; i.e. if agents are not incorporated into mAb protocols) 
* current priority 
[for this slide | think you can use the Agent Prioritization Snapshot slide (#12) from May 20 ACTIV EC call 
as a base 
@ Prioritization Process (v 2.0) for ACTIV : (slide 14 from May 20 EC deck) 
e Results of First Agent Prioritization Reviews (slide 13 from May 20 deck) 
{Key Criteria for Scoring (slide 15 from 5/20) can go to backup 
e Prioritization and Protocol Design: Who is Involved — two-box slide containing names and affiliations of 
those involved in the Proritization and MP Subgroups (quality folks!) 
e ACTIV-1 Protocol for immunomodulators 
o Agent prioritization included input from COVID R&D Leadership Consortium planned testing of 
8-9 repurposed agents funded by industry (2 highest priority agents switched to ACTIV-1) 
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© 3 agents chosen are well-established anti-inflammatories with solid rationale for MOA in COVID- 
19, not already being adequately tested elsewhere 
© All 3 either have initial Phase Il data or are currently running company-sponsored Phase II trials 
= high POS 
o Phase Ill master protocol design for ACTIV-1 includes aggressive efficacy and futility assessments 
to allow for early stopping at 25%, 50%, and 75% accrual, in order to quickly drop agents not 
showing efficacy (like a Phase II/IIl progression design, but design was faster for quicker launch) 
o Companies have agreed to share data + common control arm+ common endpoints + DSMB = 
efficiency and ability to compare results across arms (this does not happen if companies test 
separately) 
o Protocol is 80% complete 
= Substantial input from 25+ industry, academic, and government experts, including 
FDA clinical and stats 
e Statisticians include some of the best in the world for master protocol 
design: Lisa LaVange (UNC), Karen Price (Lilly), Michael Proschan 
(NIAID), Sandeep Menon (Pfizer) 
= All three companies have written their sections of the protocols, which are being 
merged into the master design 
o Working with OWS/BARDA on choice of CRO to run the trial; revised cost estimate = $60 million 
e “ACTIV-4” Protocol for anticoagulants 
o Need bullets from NHBLI on this. Should emphasize similar themes (robust choice of agents 
through ACTIV process, powered by NHLBI/NINDS “network of networks” with rapid contracting 
and startup practices, protocol being drafted in parallel (ACTIV WG review), inclusion of vital 
natural history disease/treatment data, cost and justification, etc.) 
e Maybe a final slide summarizing the budget asks? Should it include preclinical or just the clinical stuff? And 
perhaps NIH (Ashley) should draft that one given the sensitivity around the numbers? 


David Whalley 
Senior Vice-President, Research Partnerships 
Foundation for the National lastitutes of Health 


b6 


11400 Rockville Pike Suite 600 North Bethesda, ME} 20452 


fa 2019, the PNET earned the highest rating from Charity Navigator for the fifth consecitive year and was recognized 
as an organization that exceeds industry standards. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


v.E.I 


APARO000001346 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 5/30/2020 1:44:13 AM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ReSiGn Sige c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 


Ruxandrai b6 i; Eisner, Mark fi b6 1; Gottesdiener, Keith 


b6 Hughes, Eric [” ania b6 “Judy Currier 


aaa Group (EVDIBOLEZ3SPDLT)/cn= Recipients/cn= 745059209b4468bb4ba02b0dfbbb3e4- proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o= Scohu keer oe Administrative Group 


as ExchangeLabs/ou=Exchange NdFainisteative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= DIOS] (=e a edd/ cree ces nb ee secede koroshetzw]; Burgess, Timothy 


eitghe heen ray DG oe nn i; Reineck, Lora (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce97 1eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp] 

cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= ROARS ONE te fee see eee eeeeete 172c87- iaae Desrosiers, Betsy 


{/o= ExchangeLabs/ou=Exchange Administrative Gisip 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
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oe 14f93- Sedan Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 

{jwachtel @deloitte.com]; Tolman, Brett [ptolman@deloitte.com]; Alvarez, Rosa [rosalvarez@deloitte.com]; 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn= Recipients/cn= User oCe reed) Dana Carluccio ! D6. i; Rose 


ren | aereeene ‘Mollica, Linda /US te Mollica@sanofi. com]; Qashu, Felicia INIHTEDS [E] 
en ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Rubin, Daniel B. (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Hoots, W. Keith 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1bb0b9aac84846c-mensahga]; Kiley, James (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b4 3b4dbcbff39382168a5c86-kileyj]; Groesch, Mary (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab7 7a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa] 

Subject: Follow-up from ACTIV TX-Clinical Working Group Meeting #8 

Attachments: Routine_Venous_Thromboembolism_Prophylaxis_May_Be.95638. pdf; 
Coagulopathy_of_Coronavirus_Disease_2019.95637.pdf; 2020-05-28 TX-Clinical_WG_Meeting Summary.pdf 


Dear ACTIV TX-Clinical WG, 
Thank you for another good discussion at our meeting yesterday. We’d like to thank our NHLBI colleagues 
who presented on their anticoagulation trial plans. I also appreciate all the feedback provided to the Agent 


Prioritization — mAb Sub team and on the RFI Survey Tool, which I will distribute to this group when live. 


Please find attached the formal summary from the meeting. In addition, please find a couple of papers that Tim 
was kind enough to share with the group around anticoagulation treatment on the front lines of COVID-19. 


The first is a reasonable primer for people who are not treating COVID patients with anticoagulation therapies. The 
authors are from the expert panel that presented to BARDA about 3.5 weeks ago that some of this group attended. 


https://iournals.lww.com/ccmjournal/Abstract/9000/Coagulopathy of Coronavirus Disease 2019.95637.aspx 


Also another paper that endeavors to estimate the failure of ‘routine’ VTE prophylaxis for COVID treatment. 
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sffiournals. lwwcom/cemioumal/Abstract/S000/Routine Venous Thromboembolism Prophylaxis May Be.956358. 
Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


| Mobile: b6.—s 


GADB0000003707 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 
Sent: 5/30/2020 2:39:33 AM 


To: Jim Neaton: b6 ; Jens Lundgreni_ b6 7]; Eric Hughes 


Pyonoureeptniee eee -52761600380042199ae6e0bac2226099- pee Higgs, Elizabeth (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afadica74b3e449d8b4f3191d65bb70f-pattersa]; Aggarwal, Neil (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aS5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn= 890082c7c1e34902b0f535320cd16650- -jscurrier.m]; Karen Lynn Price 
jsandeen Menon 


Stas esate Sieimsesmesie rm seem tessa: 


Miller, Marissa A (NIH/NHLBI) [E] [/o= en eal exchanee Administrative Group 
(FYDIBOHF23SPOLT}/cn= BeSIbIenis/ a= afea8bcd1c0S4bcd9250da63e1dbe947- millerma2]; Rachel Harrigan 
i § Price, Dionne (FDA/CDER) 


t/oz ExchangeLabs/ou=Exchange Administrative enue 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Farley, John 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

LA tletasicet nbd hola Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc- FARLEY. fda];i_ 


905508 1081S ELEL UOTE ELEN e TEE ELE IE ere rere rece m reg ners ieee eine ere eer Sree teem rere mies eterna lete emememi a mreieim mi pimss gieieleseiaveiereiarmsmiemsmimias: a 


a b6 i Eron, Joe! b6 i Javan, Arzhang (NIH/NIAID) [E] 


SS ee ee eee Se ee et 


FYOIBOREDS<eD Len Recipients/cn=f1d19903ce334e38821395d7aal327c4-javanarc]; Roa, Jnoanna 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=545d85545ba74b29bc4cd4f75ef659f5-jroa.s-3.co]; LHosey@s-3.com; Kim, 
Peter (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 


cc: Demarcusi b6 }; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
{jwachtel@deloitte.com]; Elizabeth Kim [elkim@deloitte.com]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


pala lolie aA Ae RecPrents/r- 306b2244466140faa9Saaaafe06ebd70- parkeras]; Jhoanna Roa 


"Aelen Q. arecereae nie com] 


Subject: Joint ACTIV-2 and ACTIV-3 Writing Team Meeting 
Location: i 

Start: 6/4/2020 4:00:00 PM 

End: 6/4/2020 5:00:00 PM 


Show Time As: Tentative 
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Required Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Kozak, Marina 

Attendees: (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) 
[E]; Judy Currier; Karen Lynn Price; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Miller, Marissa 
A (NIH/NHLBI) [E]; Rachel Harrigan; William Erhardt; price Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, 


Navan, Arzhang 


. Kim, Peter (NIH/NIAID) {E] 
Optional Demarcus; Tountas, Karen (FNIF) [1]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Chen, Helen Q. 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


b6 ‘US (New York) 
1US (Germantown) 


Dial pro eeate 


‘US (New York) 
‘US (Germantown) 


‘US (Chicago) 
: US (San Jose) 
iUS (Tacoma) 


US (Houston) 
‘US (San Jose) 


Mesa ID: 
Password:} | 
Find your local number: b6 
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From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 

Sent: 5/14/2020 1:02:32 PM 

To: Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: ChAdOx1 


Flag: Follow up 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


One issues is! b4,b5 


Paraiso ane SPR ean Deearyarvarearearrarvarnareareare rvarvarvrearearyaryaryarnarearearesrvare Ase Ase srvare vr aruaruaryAryArvArvSevAevArvArv Srv AsvAsvArvArvrvraryaPyAPyAPTAPTAP¥APV P0427 2707 PV APU AU ArUAFVAPUAEYAPYAPTAPTAPTAPYAPVAPY APT FT PU APY IU AFUrUFUAPUAEYAPTAPYAPT LP APvAPv Fv Orv Agv rv Asvarvrvrvarvaryarearrartamvam amumamaruvaniri, 


From: Marks, Peter + b6 


Sent: Thursday, May 14, 2020 6:23 AM 
To: Collins, Francis (NIH/OD) [E] ¢__ 
Cliff (NIH/NIAID) [E] ! 


u 


Ce: Fauci, Anthony (NIH/NIAID) [E 


Lawrence (NIH/OD) [E]: 
Subject: RE: ChAdOx1 


Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


LTAB0000019047 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


Best Regards, 
Peter 


Subject: ChAdOx1 


Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John Bell 
most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


LTAB0000019047 


From: Wolinetz, Carrie (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1C655040D47346C7B04D7BC11A403ECB-WOLINETZCD] 


Sent: 5/14/2020 1:19:09 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak]] 


Subject: FW: ChAdOx1 


Just j jumping in briefly to say that Ashley has mentioned some disquiet to me — prior to this email — that the nse 


know: the players involved and neither do |, so take that observation for whatever it’s worth. But thought it was more 
interesting in light of this email from John. 


Subject: RE: ChAdOx1 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


b4,b5 | 


John 

From: Marks, Peter 4... nnnnnnnn® Ox nmnnnnnmnnn! 

Sent: Thursday, May 14, 2020 6:23 AM 

To: Collins, Francis (NIH/OD) [E] ; ee oo Neat ter hes 
Cliff (NIH/NIAID) [EJ BO 
Cc: Fauci, Anthony (NIH/NIAID) [E]; 

Lawrence (NIH/OD) [E}¢ 00 6 


Subject: RE: ChAdOx1 
Dear Francis, 
We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 


last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


COLL0000021904 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


On the manufacturing front ! b4,b5 


i aia a Tr Tere ni ern renee en eer nee nee nee Mere rer Tr Tie rere err rer Tore Tren Torey heer smeenen 


Best Regards, 
Peter 


oe Marks, Peter 


To: Mascola, John R (NIH) ¢ 


f tet retort ees b6 eee eae he 


P Tabak, Lawrence A 


Subject: ChAdOx1 

Gentlemen: 

| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 


Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


COLL0000021904 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 5/14/2020 2:45:11 PM 


To: Marks, Peter; sss ssid b6 }; Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; 
Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

CC: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 

Subject: RE: ChAdOx1 


Yes, I’d be glad to join. We should start with Dolsten. 


Subject: RE: ChAdOx1 - 


Dear John, 


Thanks for bringing the Pfizer issue up. | think that a call with their head of development and possibly also their CEO 
may be needed, and | wonder if Francis would like to join? 


Best Regards, 
Peter 


(NIH) 
Subject: RE: ChAdOx1 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


One i issues} 


poe Se A Eee 


COLL0000010992 


John 


Subject: RE: ChAdOx1 
Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


Best Regards, 
Peter 


From: Collins, Francis (NIH/OD) (eli 


(NIH)! b6 


Subject: ChAdOx1 


COLL0000010992 


Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. |’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 
Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


COLL0000010992 


From: Mascola, John (NIH/VRC) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7F78B40A596B4CA4A2850A429D1AE3F2-JMASCOLA] 

Sent: 5/14/2020 2:52:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP.fda]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Lowy, Douglas (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fib7b8fe4739478bb17840c56902718a-lowyd] 

Subject: RE: ChAdOx1 


| don’t sense that other companies have any major concerns. Merck, JJ, Sanofi— all part of good productive 
discussion. But Pfizer’s two representatives spoke more than all the other companies combined for this particular hour 
call. 


\’d ask Dough to give his perspective here. 


Sent: Thursday, May 14, 2020 10:32 AM 
To: Mascola, John (NIH/VRC) [E] { 


or 


Douglas (NIH/NCI) [E] } 
Subject: RE: ChAdOx1 


Thanks for this input, John and Peter. 
It’s too bad that Pfizer is dominating the discussion about the DSMB, when they apparently don’t intend to 
take part in the harmonized master protocol anyway. Are there other companies represented on the Vaccines 


WG who might feel differently? I’m looping in Doug (and should have done so earlier, sorry!). 


Francis 


From: Mascola, John (NIH/VRC) [E] j b6 


[rome cet cetcreeemememememen ney 


_} Wholley, David (FNIH) [T] ¢ b6 +: Tabak, 


Subject: RE: ChAdOx1 


APARO000006218 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


pcasies i ie oir ee dedi Se ee ei a ce Ce ee ae ABE 


From: Marks, Peter { b6 A 


Sent: Thursday, May 14, 2020 6:23 AM 


To: Collins, Francis ae [E] ; 


Subject: RE: ChAdOx1 


Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


Best Regards, 
Peter 


APARO000006218 


To: Mascola, John R (NIH) § 


b6 


Subject: ChAdOx1 

Gentlemen: 

| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 


Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


APARO000006218 


From: Lowy, Douglas (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F1B7B8FE4739478BB17840C56902718A-LOWYD] 

Sent: 5/14/2020 3:06:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP. fda]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d356f0396b94-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras] 

Subject: Re: ChAdOx1 


Francis: | don’t know the perspective of the other companies. As Kathrin realizes, the regulatory perspective will be 
important. Doug 


From: "Collins, Francis(NIH/OD) [E]". ss b6CS 
Date: Thursday, May 14, 2020 at 10:32 AM ete teem acre totes 
To: "Mascola, oe) (2) ee ee paeal >, "Marks, Peter (FDA/CBER)" 


. 
Subject: RE: ChAdOx1 


Thanks for this input, John and Peter. 


it’s too bad that Pfizer is dominating the discussion about the DSMB, when they apparently don’t intend to 
take part in the harmonized master protocol anyway. Are there other companies represented on the Vaccines 
WG who might feel differently? I’m looping in Doug (and should have done so earlier, sorry!). 


Francis 


From: Mascola, John (NIH/VRC) (E]: 

Sent: Thursday, May 14, 2020 9:03 AM 
To: Marks, Peter (FDA/CBER) | 
Cliff ne) [E] § 


Subject: RE: ChAdOx1 


APARO000006221 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


One issues ii b4,b5 


Piaieios ie dalymcaimemsaeene races erateiaseestasmenteeentertioy 


To: Collins, Francis (NIH/OD) [E}. ..P6______.| Mascola, John (NIH/VRC) [E}, BO nea ; Lane 
Cliff (NIH/NIAID) [E]; 


b6 


Poe OW co it Mattei teen 


| Parker, Ashley (NIH/OD) [E] {"""~ 


be. 


Lawrence (NIH/OD) (E]: 
Subject: RE: ChAdOx1 


Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


On the manufacturing front! 


Best Regards, 
Peter 


APARO000006221 


To: Mascola, John R (NIH) 4 b6 


Mecca tec penlcis sans tipet nen scene mio ea ed ado 


Cc: Fauci, Anthony S (NIH): 
Subject: ChAdOx1 


Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 
Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


APARO000006221 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/14/2020 5:23:45 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf] 

Subject: RE: ChAdOx1 

Flag: Follow up 


We can talk about in the wr 


Subject: RE: ChAdOx1 


Running flat out, can we discuss at the 2:30 War Room? Or needs a private call? 


To: Collins, Francis (NIH/OD) [E]< 
Subject: FW: ChAdOx1 


Do you have a minute to chat about this directly, Francis? 


iawrenee (NIH/OD) (El 
Subject: RE: ChAdOx1 


Dear John, 


Thanks for bringing the Pfizer issue up. | think that a call with their head of development and possibly also their CEO 
may be needed, and | wonder if Francis would like to join? 


Best Regards, 
Peter 


Subject: RE: ChAdOx1 


COLL0000021841 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


Satine evens cp ota mtiegec ensue beas ater enaaesp ative teens eared 


"5 Mascola, John (NIH/VRC) [E]! } Lane, 


To: Collins, Francis (NIH/OD) [E] : 


\. 


Subject: RE: ChAdOx1 
Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


On the manufacturing front! 


Best Regards, 
Peter 


COLL0000021841 


Subject: ChAdOx1 


Gentlemen: 

| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 


Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


COLL0000021841 


From: Marks, Peter! 

Sent: 5/17/2020 12:04:58 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
{(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Mascola, John (NIH/VRC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: ChAdOx1 


Dear Francis, 


Best Regards, 
Peter 


bé i; Fauci, Anthony S (NIH). 


+ Mascola, John R (NIH) 


igtincmcccicied etic necaag Cane, Henry C(NIK): bé6 

Cc: Wholley, David N (in| i a a + Tabak, Lawrence A ( NIH) i b6——s Parker, Ashley S 
(NIH) (ee 

Subject: RE: ChAdOx1 

Justa brief wordofconcern-! DAS ed 
b4,b5 : 
From: Marks, Peter¢ BG 

Sent: Saturday, May 16, 2020 3:13 he a eee ee eee 

To: Fauci, Anthony (NIH/NIAID) [ [E] i aa b6——~— ; Mascola,John(NIH/VRC)[E]i DS 


lane, Cliff (NIH/NIAID) (Elf b6 


Collins, Francis (NIH/OD) [E] |_ 
Cc: Wholley, David (FNIH) [T 
Ashley (NIH/OD) [E] : aa 
Subject: RE: ChAdOx1 


Dear Tony, 


Will certainly include you next week on this call. 


APARO000006209 


Best Regards, 
Peter 


(nH) ee ae 
Subject: RE: ChAdOx1 


| would also like to be on that call with the Pfizer CEO if we could possible arrange it. 


Anthony 8S. Fauci, MD 

Director 

National institute of Allergy and Infectious Diseases 
Building 34, Room 7A-03 

34 Center Drive, MSC 2826 

National institutes of Health 

Bethesda, MD 20892-2520 


Phone: | b6 
FAX: (sory 496-4405” eer 
E-mails) b6 i 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information, It 
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error 
mease inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shall not accept Hability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


| Wholley, David yet (TE 


et eee =i 


Subject: RE: aaa a = Se | 
Dear John, 


Thanks for bringing the Pfizer issue up. | think that a call with their head of development and possibly also their CEO 
may be needed, and | wonder if Francis would like to join? 


Best Regards, 
Peter 


APARO000006209 


Subject: RE: ChAdOxi 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


oO 
> 
oO 
O1 


Subject: RE: ChAdOx1 
Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


APARO000006209 


Best Regards, 
Peter 


_To: Mascola, John R(NIH)i Op Lane, HenryC (NIH): DO > ; Marks, Peter 


Subject: ChAdOx1 


Gentlemen: 


| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 
Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


APARO000006209 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 5/17/2020 7:09:19 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ChAdOx1 


i’m speaking to Dolsten at 6:30 PM this evening — following up an email that seemed to suggest he wanted to 
talk. I’Il let everybody know what happens then. 


Subject: RE: ChAdOx1 


Thanks — sorry , sent my other note before | saw this one. 


aceolas John (NIH/VRC) ae 
Cc: Wholley, David (FNIH) mnt { 
Ashley (NIH/OD) [E] 70007] b6 


Subject: RE: ChAdOx2 


Just a brief word of concern 4 


From: Marks, Peter } b6 
Sent: Saturday, May 16, 2020 3:13 PM 
To: Fauci, ee [E] : 


eo 
; Parker, 


ais (NIH/OD) [E] ' “56 


Subject: RE: ChAdOx 


Dear Tony, 


Will certainly include you next week on this call. 


Best Regards, 
Peter 


COLL0000020325 


Subject: RE: ChAdOx1 


| would also like to be on that call with the Pfizer CEO if we could possible arrange it. 


Anthony 3S. Fauci, MD 

CNrector 

National institute of Alergy and Infectious Diseases 
Building 37, Room 7A-03 

31 Center Drive, MSC 2526 

National institutes of Health 

Bethesda, MD 20892-2520 


Phone: i b6 
FAX: (301) 496-4409 
E- mail: a eee 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. it 
should not be used by anyone who is not the original intended recipient. HN you have received this e-mail in error 
please inform the sender and delete it from your mailbox or any other storage devices. The National Institute of 
Allergy and Infectious Diseases (NIAID) shall not accept lability for any statements made that are the sender's 
own and not expressly made on behalf of the NIAID by one of its representatives. 


From: Marks, Peter 4 b6 3 
Sent: Thursday, May 14, 2020 9: 05 AM 

To: Mascola, John (NIH/VRC) [E]! + Lane, 
Cliff (NIH/NIAID) [E] 079 bé 
Cc: Fauci, Anthony (NIH/NIAID) [Ek 
Lawrence (NIH/OD) [E]: ao, 


Subject: RE: ChAdOx1 


I 


Dear John, 


Thanks for bringing the Pfizer issue up. | think that a call with their head of development and possibly also their CEO 
may be needed, and | wonder if Francis would like to join? 


Best Regards, 
Peter 


[inemse relate miece imeem reimsemememsmens 


(NIH) 
Subject: RE: ChAdOx1 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


COLL0000020325 


John 

From: Marks, Peter ee: 

Sent: Thursday, May 14,20206:23AM = 

To: Collins, Francis (NIH/OD) [EJ]; 6; Mascola, John (NIH/VRC) [E]f- 8 Lane, 
Cliff (NIH/NIAID) [E] } b6 

Cc: Fauci, Anthony (NIH/ NIAID) TET? “p6 ps Wholley, David (FNIH) [T] dl b6__—_—s+; Tabak, 
Lawrence (NIH/OD) [E] {BBY arler, Ashley (NIH/OD) (E10 Bd 


Subject: RE: ChAdOx1 
Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that in addition to harmonized protocols we would consider 
merging the first two vaccines that are currently aiming to start phase 3 into one master protocol if they appeared to be 
staying on schedule for a July 1 start. Planning on one DSMB for at least these two candidates therefore makes a lot of 
sense. 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 
though it certainly involves significant extra work in protocol development and logistic planning, | believe that we should 
be actively planning for the two contingencies simultaneously: 


1) Moderna and Oxford AZ enter phase 3 at different times (more than 2 weeks apart), in which case we will go 
with harmonized protocols, non-overlapping sites, and a single DSMB, and 


2) Moderna and Oxford AZ enter phase 3 simultaneously (less than 2 weeks apart), in which case we should plan 
on one master protocol making use of all available sites. There is much to recommend this option, such that it is 
worth the effort in planning even if circumstances preclude proceeding along this path: 1) it could reduce the 
overall size of the trials by 10,000; 2) could help drive enrollment since fewer people will receive placebo; and 3) 
it will produce comparative efficacy data. 


On the manufacturing { 


Best Regards, 
Peter 


Gitte raisintintnvsainsose intatnivenetauawmtaiany 


! b6 i> 


Ce: Fauci, Anthony S (NIH) 


COLL0000020325 


(TS) kn: b; Parker, Ashley S (NIH) { b6 
subjects CRAGOT bennnnennnnnttannnenenn 


Gentlemen: 

| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and | 
have a rescheduled phone call this morning with John Beil. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 


Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


COLL0000020325 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/13/2020 9:22:41 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafe06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: Woodcock summary of current trials 

Yes 

From: Wholley, David (FNIH) [T] 4... BE cea! 

Sent: Tuesday, May 12,2020 10:08 PM ntti 
To: Collins, Francis (NIH/OD) [E]; b6 + Tabak, Lawrence (NIH/OD) [El< 
Austin, Christopher (NIH/NCATS) [EI AL: NORE Lane, Cliff (NIH/NIAID) [E! b6 | 
Anderson, James (NIH/OD) [E] <j b6 '; Parker, Ashley (NIH/OD) U 
Freire, Maria (NIM) (T] 4.00000 BE Perea 


Subject: RE: Woodcock summary of current trials 


So | can send to the ACTIV Working Group Co-chairs, yes? 


iment reee termes meme emem enemies 


To: Tabak, Lawrence NIBIODy (EI 


Subject: Woadesck summary of current trials 


interesting inventory from Janet... 


From: Woodcock, Janet! bé 
Sent: Tuesday, May 12,20209:38PM 
To: Collins, Francis (NIH/OD) (3 See eens 


Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes you can share. It’s a bit out of date. As | said I’m doing a deeper dive on convalescent plasma and the neutralizing 
MoAbs. Should have soon. Need to fill in detail of all planned DOD and NIH studies. Should get to that this week. Jw 


APARO000005422-2441716 


Date: May 12, 2020 at 8:48:22 PM EDT 


rare RE: fetta: to the ACTIV Executive Committee ee the Therapeutics-Clinical Working Group 


Hi Janet, 


| just got to this e-mail (it’s been that kind of day). Wow, there is a LOT of useful information here. May | 
share with ACTIV leadership? 


Francis 


sublet RE: Letter to the ACTIV Executive Committee ae the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


sible RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes, | would like that. Can you do 3:30? 


eae FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


From: Wholley, David(FNIH)[T]}i ss b6 
Sent: Tuesday, May 12,2020 10:46AM 
To: Collins, Francis S (NIH} b6 | Stoffels, Paul [JJCUS]<  hettC~—S +; Fauci, Anthony S (NIH) 


Rscvcloesiretecedinsvenemtsmetmssnnoes saneensta niece mneniettmnmtn. is satcsevataratnatoscatarccoaeiescaacatecs 


APARO0000005422-2441716 


Gost Te ote 19h mae ore eS eee bes 
b6 +; Dolsten, Mikael 


_ i Desrosiers, Betsy dc ‘ 
Frc! b6 i | Read, Sarah W (Ni) fas IS RP a eae Kathrin 


Subject: FW: Letter to ee ACTIV Executive Committee from the Therapeutics- -Clinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


ai m@deloitte. com 
“Subject: Letter to the ACTIV Exectitive Committee from the “naraDeitiee -Clinical Working Group 


Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundat ion for the National Institutes of Health 


plaice mieietmemsmemtnmrecmmeG ggg eimtmemtmeatemnmemscsesrascmsmcmomemeney 


a cy b6 | Mobile: § b6 : 


Sas snsensmsmemtansimemecemrenimresmemed 


. 400 Rockville P Pike, Sune 600, North Bethesda, MD 2 


Cn 
ine 


Ss 


ee 


Donate to the FNEH’s Pandemic Response Fund to combat COVID-19: 


APARO000005422-2441716 


APARO000005422-2441716 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/15/2020 1:24:33 AM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 
Subject: FW: Woodcock summary of current trials 


Attachments: jwnationalCOVID19therapeutics.pptx 


You asked me earlier about the list of 21 mAb companies Janet was referring to. See slide 8 from this deck FC 
distributed Tuesday, think that is it. 


g Freire, Maria 


Subject: Weodecek summary of current trials 


Interesting inventory from Janet... 


Sines RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes you can share. It’s a bit out of date. As | said I’m doing a deeper dive on convalescent plasma and the neutralizing 
MoAbs. Should have soon. Need to fill in detail of all planned DOD and NIH studies. Should get to that this week. Jw 


Sublet RE: latter to ‘the ACTIV Executive Committee ae the Therapeutics-Clinical Working Group 


Hi Janet, 


| just got to this e-mail (it’s been that kind of day). Wow, there is a LOT of useful information here. May | 
share with ACTIV leadership? 


Francis 


sabe FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


APAROO00006607-2442857 


Sibied: RE: Letter to the ACTIV Executive Committee free the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


Yes, | would like that. Can you do 3:30? 


fsa swappable tte eens ae = 


From: Woodcock, Janet; 


iis FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


Woodcock, Janet 
>: Dolsten, Mikael 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


APAROO000006607-2442857 


David 


‘Subject: Letter to the ACTIV Executive Committee from the ere “Clinical Worldie ae 


Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National lastitutes of Health 


FRESE eile Eh ERS SS ERR RRR RE SEE Sei ecttementiretertmtt semen 


Direct! b6 sbile! b6 | 


fete eet teiee ieee 


faih.ore 
11400 Rockville Pike, Suite 606, North Bethesda, MD 20852 


Donate to the PNHA’s Pandemic Response Fund to combat COVID-19: fnih ore/pandemic 


APAROO00006607-2442857 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140FAA9SAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 1:38:44 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Woodcock summary of current trials 


Ah! Thanks! [ft would’ve been nice to include this slide in our set for Moncef but it’s too premature. 


I’m sending you slides shortly. 


Thanks, 

Ashley 

From: Wholley, David (FNIH) (T]i BG 
Sent: Thursday, May 14, 2020 9: 25 PM De 
To: Parker, Ashley (NIH/OD) [E] } b6 


Subject: FW: Woodcock summary of current trials 


You asked me earlier about the list of 21 mAb companies Janet was referring to. See slide 8 from this deck FC 
distributed Tuesday, think that is it. 


sublect: Woodcock summary of current trials 


Interesting inventory from Janet... 


qocmcmsacacaracmratecatatmsmsarmensmememsmsmsmemsamsmcavacamiacacmvatmsmeanra, 


From: Woodcock, Janet) OB 
Sent: Tuesday, May 12, 2020 9: <j 2 5s ee 
To: Collins, Francis (NIH/OD) [E]< b6 i 


Yes you can share. It’s a bit out of date. As | said I’m doing a deeper dive on convalescent plasma and the neutralizing 
MoAbs. Should have soon. Need to fill in detail of all planned DOD and NIH studies. Should get to that this week. Jw 


sible RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Hi Janet, 


APARO000013228-2442207 


| just got to this e-mail (it’s been that kind of day). Wow, there is a LOT of useful information here. May | 
share with ACTIV leadership? 


Francis 


From: Collins, Francis (NIH/OD) [E}, «wb 6 
Sent: Tuesday, May 12, 20204:31 PM 
To: Woodcock, Janet + b6 


subject RE: Letter to the ACTIV penne Committee a the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


From: Collins, Francis (NIH/OD) [E]! b6 
Date: May 12, 2020 at 12:49:32 PM EDT 
To: Woodcock, Janet ¢ b6 H 


Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes, | would like that. Can you do 3:30? 


sibicce FW: Letter to the ACTIV recut Committee frat the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


' Fauci, Anthony S (NIH) 


"Woodcock, Janet 
* Dolsten, Mikael 


‘Hughes, 


APARO000013228-2442207 


b6 Tparker, Ashley S rit 


SS a ra Sey 


r Rusti; Christopher P (NIH) 


b6 Fi Anderson, James M (se <j 


‘Subject: FW: Letter to the ACTIV Executive Committee TORT tne THEFApEUtTEClinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 


chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


ee eloitte, com 
Sabie: Letter to the ACTIV Execlitive Committee from the Therapeutic: -Clinical Working Group 


Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 


group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

meee Cancer 

Research Partnerships 

Foundation for the ls tnstit totes of Health 


APARO000013228-2442207 


